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RULES
Acquisition Regulations – 49015 ( Aug 19)
Administrative Detention of Drugs Intended for Human or Animal

Use – 30716 ( May 29)
Administrative Detention; Corrections – 9412 ( Feb 19)
Basic Health Programs:

Federal Funding Methodology – 13887 ( Mar 12)
State Administration of Basic Health Programs, Eligibility and Enrollment

in Standard Health Plans, etc.; Trust Fund and Financial
Integrity – 14111 ( Mar 12)

Food Additives; Animals Feeds:
Benzoic Acid – 14175 ( Mar 13)

Food Additives; Human Consumption:
Advantame; Addition – 29078 ( May 21)
Color Additives; Spirulina Extract; Confirmation of Effective Date – 33431

( Jun 11)
Food Additives Permitted for Direct Addition to Food for Human

Consumption; Vitamin D3 – 46993 ( Aug 12)
Spirulina Extract; Color Additives; Exempt from Certification – 20095

( Apr 11)
Vitamin D2 in Bakers Yeast – 13540 ( Mar 11)

Food and Drug Administration Safety and Innovation Act:
List of Qualifying Pathogens – 32464 ( Jun 5)

Food Labeling:
Irradiation in the Production, Processing, and Handling of Food – 10353

( Feb 25); 20771 ( Apr 14)
Nutrient Content Claims; Alpha-Linolenic Acid, Eicosapentaenoic Acid, and

Docosahexaenoic Acid Omega-3 Fatty Acids – 23262 ( Apr 28)
Guidance for Industry and Staff:

Compliance Date for the International Classification of Diseases, 10th
Revision ICD-10-CM and ICD 10 PCS Medical Data Code Sets;
Change – 45128 ( Aug 4)

Current Good Manufacturing Practice for Medicated Feeds – 3738 ( Jan 23)
Current Good Manufacturing Practices, Quality Control Procedures,

Quality Factors, Notification Requirements, and Records and Reports,
for Infant Formula – 7933 ( Feb 10); 9412 ( Feb 19); 33057 ( Jun 10);
41127 ( Jul 15)

Demonstration of the Quality Factor Requirements for "Eligible" Infant
Formulas – 33056 ( Jun 10)

Establishment, Maintenance, and Availability of Records – 18799 ( Apr 4)
General Administrative Requirements; CFR Correction – 36432 ( Jun 27)
Group and Individual Health Insurance Markets; Health Insurance Reform

Requirements; CFR Correction – 17896 ( Mar 31)
Occupational Safety and Health Investigations of Places of

Employment – 19835 ( Apr 10)
Official Symbol, Logo and Seal – 20801 ( Apr 14)
Official Symbols, Logos, and Seals – 32170 ( Jun 4)
Pharmacy Compounding Advisory Committee – 2093 ( Jan 13)
Possessions, Uses, and Transfers of Select Agents and Toxins;

Amendment – 26860 ( May 12)
Postmarketing Safety Reports for Human Drug and Biological Products;

Electronic Submission Requirements – 33072 ( Jun 10)
Specifications for Medical Examinations of Coal Miners – 45110 ( Aug 4)
Technical Amendments – 2789 ( Jan 16)

Maximum Civil Money Penalty Amounts; Civil Money Penalty
Complaints – 6088 ( Feb 3); 32643 ( Jun 6)

Medicaid Programs:
State Plan Home and Community-Based Services, Waivers, etc. – 2947

( Jan 16)
Medical Devices:

Blood, Medical Devices, Packaging and Containers; Corrections – 50551
( Aug 25)

Classification of the Colon Capsule Imaging System – 28401 ( May 16)

Classification of the Intravascular Administration Set, Automated Air
Removal System – 28404 ( May 16)

Classification of the Neuropsychiatric Interpretive Electroencephalograph
Assessment Aid – 9083 ( Feb 18)

Classification of the Nonabsorbable Expandable Hemostatic Sponge for
Temporary Internal Use – 34222 ( Jun 16)

Classification of the Powered Surgical Instrument for Improvement in the
Appearance of Cellulite – 31859 ( Jun 3)

Clinical Chemistry and Clinical Toxicology Devices; Hemoglobin A1c Test
System; Classification – 50549 ( Aug 25)

Electronic Submission Requirements – 8832 ( Feb 14)
Gastroenterology-Urology Devices; Classification of Pancreatic Drainage

Stent and Delivery System – 30722 ( May 29)
Gastroenterology-Urology Devices; Classification of the Implantable

Transprostatic Tissue Retractor System – 43247 ( Jul 25)
Gastroenterology-Urology Devices; Implanted Blood Access Devices;

Reclassification – 43241 ( Jul 25)
General and Plastic Surgery Devices; Classification of the Absorbable Lung

Biopsy Plug – 13218 ( Mar 10)
General and Plastic Surgery Devices; Reclassification of Ultraviolet Lamps

for Tanning – 31205 ( Jun 2)
Immunology and Microbiology Devices; Classification of John Cunningham

Virus Serological Reagents – 3739 ( Jan 23)
Immunology and Microbiology Devices; Dengue Virus Serological

Reagents; Classification – 31021 ( May 30)
Nonpowered Lower Extremity Pressure Wrap; Classification – 37948 ( Jul 3)
Ophthalmic Devices; Classification of the Eyelid Weight – 22012 ( Apr 21)
Pediatric Uses of Devices; Requirement for Submission of

Information – 1735 ( Jan 10)
Reclassification of Blade-Form Endosseous Dental Implant – 34623 ( Jun 18)
Reclassification of Stair-Climbing Wheelchairs – 20779 ( Apr 14)
Reports of Corrections and Removals; Technical Amendment – 9413

( Feb 19)
Transcranial Magnetic Stimulator for Headache; Classification – 38457

( Jul 8)
Transcutaneous Electrical Nerve Stimulator to Treat Headache;

Classification – 37946 ( Jul 3)
Medicare and Medicaid Programs:

CLIA Program and HIPAA Privacy Rule; Patients' Access to Test
Reports – 7289 ( Feb 6)

Correcting Amendment – 10395 ( Feb 25)
Promote Program Efficiency, Transparency, and Burden Reduction

Regulatory Provisions – 27105 ( May 12)
Medicare Programs:

Acute Care Hospitals and the Long-Term Care Hospital Prospective
Payment System, Rates; etc.; Correction – 61 ( Jan 2); 1741 ( Jan 10);
15030, 15032 ( Mar 18)

Federally Qualified Health Centers; Prospective Payment System,
etc. – 25435 ( May 2)

Hospice Wage Index and Payment Rate Update – 50451 ( Aug 22)
Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals

and the Long Term Care Hospital Prospective Payment System,
etc. – 49853 ( Aug 22)

Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals
and the Long-Term Care Hospital Prospective Payment System, Rates;
etc.; Correction – 44128 ( Jul 30)

Inpatient Psychiatric Facilities Prospective Payment System;
Updates – 45937 ( Aug 6)

Inpatient Rehabilitation Facility Prospective Payment System – 45871
( Aug 6)

Low-Volume Hospitals and the Medicare-Dependent Hospital Program;
Hospital Inpatient Prospective Payment Systems for Acute Care
Hospitals – 15022 ( Mar 18)

Low-Volume Hospitals, Medicare-Dependent Hospital Program, Acute
Care Hospitals; Payment Adjustment – 34444 ( Jun 17)
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Medicare Advantage and Prescription Drug Benefit Programs;
Changes – 29843 ( May 23)

Prospective Payment System and Consolidated Billing for Skilled Nursing
Facilities – 45627 ( Aug 5)

Prospective Payment System and Consolidated Billing for Skilled Nursing
Facilities; Correction – 63 ( Jan 2); 1742 ( Jan 10)

Medicare, Medicaid, and Children's Health Insurance Programs:
Extended Temporary Moratoria on Enrollment of Ambulance Suppliers

and Home Health Agencies in Designated Geographic
Locations – 6475 ( Feb 4); 44702 ( Aug 1)

Meetings:
Bone, Reproductive and Urologic Drugs Advisory Committee; Charter

Changes – 20094 ( Apr 11)
Microbiology Devices:

Nucleic Acid-Based Systems for Mycobacterium tuberculosis Complex in
Respiratory Specimens; Reclassification – 31023 ( May 30)

New Animal Drugs:
Afoxalaner; Ceftiofur Crystalline Free Acid; Chloramine-T; Clodronate;

Enrofloxacin; Eprinomectin; Fluralaner; Ivermectin and Praziquantel;
Niclosamide; Ractopamine; Tylosin – 37617 ( Jul 2)

Amprolium; Bambermycins; Ceftiofur; Deslorelin; Florfenicol; Florfenicol
and Flunixin; Paclitaxel; Phenylbutazone; Pimobendan; Salinomycin;
Tilmicosin; Tiludronate – 18156 ( Apr 1)

Argent Laboratories; Formalin; Tricaine Methanesulfonate;
Withdrawal – 2785, 2786 ( Jan 16)

Bacitracin Methylene Disalicylate; Dinoprost Solution; Gonadorelin
Hydrochloride; et al. – 44277 ( Jul 31)

Bambermycins, Hygromycin B, Lincomycin, Pyrantel, Tylosin, Tylosin and
Sulfamethazine, Virginiamycin – 19814, 19816 ( Apr 10)

Bambermycins; Clopidol; Ivermectin; et al.; Change of Sponsor; Change of
Sponsor Address – 10963 ( Feb 27)

Ceftiofur Sodium; Gentamicin; Xylazine – 21126 ( Apr 15)
Changes of Sponsors – 10965 ( Feb 27); 13542 ( Mar 11)
Chlortetracycline and Sulfamethazine; Chlortetracycline; Procaine

Penicillin; and Sulfamethazine – 37622 ( Jul 2)
Chlortetracycline; Sulfathiazole; Penicillin; Withdrawal – 15540, 15541

( Mar 20)
Confidentiality of Data and Information – 37175 ( Jul 1)
Confidentiality of Data and Information in a New Animal Drug Application

File – 14609 ( Mar 17)
Implantation or Injectable Dosage Form; Change of Sponsor – 16180

( Mar 25)
Oral Dosage; Change of Sponsor – 28813 ( May 20)
Procaine Penicillin; Withdrawal – 37621 ( Jul 2)
Zoetis Inc., et al.; Medicated Feeds Containing an Arsenical Drug;

Correction – 17859 ( Mar 31); 18990 ( Apr 7)
Zoetis Inc., et al.; Withdrawal of Approval; Combination Drug Medicated

Feeds Containing an Arsenical Drug – 10974, 10976 ( Feb 27)
Patient Protection and Affordable Care Act:

Benefit and Payment Parameters – 13743 ( Mar 11)
Benefit and Payment Parameters; Amendment – 36431 ( Jun 27)
Coverage of Certain Preventive Services under the Affordable Care

Act – 51092 ( Aug 27)
Exchange and Insurance Market Standards – 30239 ( May 27)
Exchange and Insurance Market Standards for 2015 and Beyond;

Correction – 42984 ( Jul 24)
Exchange, Premium Stabilization Programs, and Market Standards;

Corrections – 37661 ( Jul 2)
Health Coverage Requirements; Waiting Period Limitation – 10295 ( Feb 24)
Ninety-Day Waiting Period Limitation – 35942 ( Jun 25)
Third Party Payment of Qualified Health Plan Premiums – 15240 ( Mar 19)

Payments for Services; CFR Correction – 45124 ( Aug 4)
Premarket Approvals:

Transilluminator for Breast Evaluation and Sorbent Hemoperfusion
System Devices for Treatment of Hepatic Coma and Metabolic
Disturbances; etc. – 3088 ( Jan 17)

Tobacco Products:
User Fees for Domestic Manufacturers and Importers; Requirements for

Submission of Data to Calculate – 39302 ( Jul 10)
World Trade Center Health Program:

World Trade Center Related Health Conditions; Cancer; Revision – 9100
( Feb 18)

PROPOSED RULES
Countermeasures Injury Compensation Program:

Pandemic Influenza Countermeasures Injury Table – 17973 ( Mar 31)
Determinations:

Additions and Modifications to the List of Drug Products;
Withdrawal – 37687 ( Jul 2)

Electronic Health Record Certification Criteria:
Interoperability Updates and Regulatory Improvements – 10879 ( Feb 26);

15282 ( Mar 19)
Environmental Impact Statements; Availability, etc.:

Standards for Growing, Harvesting, Packing, and Holding of Produce for
Human Consumption – 13593 ( Mar 11)

Food Additives; Animal Use:
BASF Corp. – 43325 ( Jul 25)
DSM Nutritional Products – 16252 ( Mar 25); 16698 ( Mar 26)
Excentials B.V. – 22602 ( Apr 23)
Kemin Industries, Inc. – 13263 ( Mar 10)
Kemin Industries, Inc.; Correction – 38478 ( Jul 8)
Lohmann Animal Health GMBH – 7611 ( Feb 10)
Novus International, Inc. – 22910 ( Apr 25)

Food Additives; Petitions:
Eastman Chemical Co. – 19301 ( Apr 8)
Zinpro Corp.; Animal Use – 49465 ( Aug 21)

Food Labeling:
Nutrition and Supplement Facts Labels; Revision – 11879 ( Mar 3); 30055

( May 27)
Serving Sizes of Foods That Can Reasonably Be Consumed at One-Eating

Occasion, etc. – 11989 ( Mar 3); 30056 ( May 27); 30763 ( May 29)
Serving Sizes; Reference Amount and Serving Size Declaration for Hard

Candies, Breath Mints – 11738 ( Mar 3)
Food Safety Modernization Act:

Food Registry Provisions of Federal Food, Drug, and Cosmetic Act;
Amendments – 16698 ( Mar 26)

Reportable Food Registry Provisions of Federal Food, Drug, and Cosmetic
Act; Amendments – 34668 ( Jun 18)

Guidance for Industry and Staff:
Activity/Food Combinations for Activities (Outside the Farm Definition)

Conducted in a Facility Co-Located on a Farm – 16251 ( Mar 25)
Administrative Destruction of Certain Drugs Refused Admission to the

United States – 25758 ( May 6)
Biological License Application; Revocation – 49727 ( Aug 22)
Certification of Compliance for Health Plans – 297 ( Jan 2)
Certification of Compliance for Health Plans; Extension of Comment

Period – 12441 ( Mar 5)
Confidentiality of Alcohol and Drug Abuse Patient Records – 26929

( May 12)
Confidentiality of Interim Results in Cardiovascular Outcome Safety Trials;

Public Hearing – 41149 ( Jul 15)
Current Good Manufacturing Practice and Hazard Analysis and Risk-Based

Preventive Controls for Food for Animals – 6111 ( Feb 3)
Demonstration of the Quality Factor Requirements for Eligible Infant

Formulas; Availability – 7609 ( Feb 10)
Exempt Infant Formula Production; Current Good Manufacturing

Practices, Quality Control Procedures, Conduct of Audits, and Records
and Reports; Availability – 7610 ( Feb 10)

Focused Mitigation Strategies to Protect Food Against Intentional
Adulteration – 5353 ( Jan 31); 16251 ( Mar 25)

Health Insurance Portability and Accountability Act Privacy Rule and the
National Instant Criminal Background Check System – 784 ( Jan 7)

Imported Food Questions and Answers (Edition 3) – 17947 ( Mar 31)
Occupational Safety and Health Investigations of Places of Employment;

Withdrawal – 19848 ( Apr 10)
Public Meetings – 8907 ( Feb 14)
Qualitative Risk Assessment of Risk of Activity/Animal Food Combinations

for Activities (Outside the Farm Definition) Conducted in a Facility Co-
Located on a Farm – 6116 ( Feb 3)

Records Access Authority under the Federal Food, Drug, and Cosmetic
Act – 18866 ( Apr 4)

Sanitary Transportation of Human and Animal Food – 7005 ( Feb 5); 29699
( May 23)

Statewide Data Indicators and National Standards for Child and Family
Services Reviews – 22604 ( Apr 23)

Technical Amendments – 2809 ( Jan 16)
Undergraduate Scholarship Program Regarding Professions Needed by

National Research Institutes – 30531 ( May 28)

Health and Human Services Department
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What You Need To Know About Establishment, Maintenance, and
Availability of Records; Small Entity Compliance Guide – 18867 ( Apr 4)

Maximum Civil Money Penalty Amounts; Civil Money Penalty
Complaints – 6112 ( Feb 3)

Medical Devices:
Classification Procedures; Extension – 33711 ( Jun 12)
Cranial Electrotherapy Stimulator Devices; Withdrawal – 33712 ( Jun 12)
Medical Device Classification Procedures – 16252 ( Mar 25)
Surgical Mesh; Transvaginal Pelvic Organ Prolapse Repair and Surgical

Instrumentation; Urogynecologic Procedures; Reclassification;
etc. – 24634 ( May 1)

Medicare and Medicaid Programs:
Fire Safety Requirements for Certain Health Care Facilities – 21551 ( Apr 16)
Home Health Prospective Payment System Rate Update; Home Health

Quality Reporting Requirements; and Survey, etc. – 38365 ( Jul 7)
Hospital Outpatient Prospective Payment and Ambulatory Surgical Center

Payment Systems and Quality Reporting Programs; Physician-Owned
Hospitals: Data Sources for Expansion Exception, etc. – 40915 ( Jul 14)

Medicare and Medicaid Electronic Health Record Incentive Programs;
Health Information Technology – 29732 ( May 23)

Medicare and Medicaid Participating Providers and Suppliers; Emergency
Preparedness Requirements – 9872 ( Feb 21)

Medicare and State Health Care Programs:
Fraud and Abuse; Office of Inspector General's Civil Monetary Penalty

Rules; Revisions – 27079 ( May 12)
Fraud and Abuse; Office of Inspector General's Exclusion Authorities;

Revisions – 26809 ( May 9)
Medicare Programs:

End-Stage Renal Disease Prospective Payment System, Quality Incentive
Program, and Durable Medical Equipment, Prosthetics, Orthotics, and
Supplies – 40207 ( Jul 11)

Hospice Wage Index and Payment Rate; Updates – 26537 ( May 8)
Hospital Inpatient Prospective Payment Systems; Quality Reporting

Requirements, Reasonable Compensation, etc. – 27977 ( May 15)
Inpatient Psychiatric Facilities Prospective Payment System;

Updates – 26039 ( May 6)
Inpatient Rehabilitation Facility Prospective Payment System – 26307

( May 7)
Medical Equipment, Prosthetics, Orthotics, and Supplies Items – 30511

( May 28)
Medicare Advantage and the Medicare Prescription Drug Benefit

Programs; Policy and Technical Changes – 1917 ( Jan 10)
Methodology for Adjusting Payment Amounts for Certain Durable Medical

Equipment, Prosthetics, Orthotics, and Supplies Using Information
from Competitive Bidding Programs – 10754 ( Feb 26)

Prospective Payment System and Consolidated Billing for Skilled Nursing
Facilities – 25767 ( May 6)

Revisions to Payment Policies under the Physician Fee Schedule, Clinical
Laboratory Fee Schedule, etc. – 40317 ( Jul 11)

Meetings:
Generic Drug User Fees; Regulatory Science Initiatives; Public

Hearing – 10740 ( Feb 26)
Microbiology Devices:

Influenza Virus Antigen Detection Test Systems Intended for Use Directly
with Clinical Specimens; Reclassification – 29387 ( May 22)

National Environmental Policy Act:
Tobacco Products; Categorical Exclusions – 3742 ( Jan 23)

National Vaccine Injury Compensation Program:
Vaccine Injury Table; Revisions – 1804 ( Jan 10); 21187 ( Apr 15)

New Animal Drugs:
Confidentiality of Data and Information in a New Animal Drug Application

File – 14630 ( Mar 17)
Patient Protection and Affordable Care Act:

Coverage of Certain Preventive Services under the Affordable Care
Act – 51118 ( Aug 27)

Exchange and Insurance Market Standards – 15807 ( Mar 21)
Exchange Participation and Insurance Affordability Programs – 37262

( Jul 1)
Health Coverage Requirements; Waiting Period Limitation – 10319 ( Feb 24)

Physical Medicine Devices:
Action Plan for Collection, Analysis, and Availability of Demographic

Subgroup Data; Regulated Medical Products; Public Hearings – 12134
( Mar 4)

Cardiovascular Devices; Nonroller-Type Cardiopulmonary Bypass Blood
Pumps for Cardiopulmonary and Circulatory Bypass; etc.;
Reclassification – 765 ( Jan 7)

Shortwave Diathermy for All Other Uses; Premarket Approval;
Withdrawal – 9670 ( Feb 20)

Shortwave Diathermy for All Other Uses; Reclassification – 9671 ( Feb 20)
Surgical Mesh for Transvaginal Pelvic Organ Prolapse Repair; Premarket

Approvals – 24642 ( May 1)
Runaways and Homeless Youth – 21063 ( Apr 14)
Semiannual Regulatory Agenda – 1158 ( Jan 7); 34051 ( Jun 13)
Temporary Assistance for Needy Families Programs:

State Reporting on Policies and Practices to Prevent Use of TANF Funds in
Electronic Benefit Transfer Transactions in Specified Locations – 7127
( Feb 6)

Tobacco Products:
Federal Food, Drug, and Cosmetic Act; Family Smoking Prevention and

Tobacco Control Act, etc.; Correction – 30506 ( May 28)
Sale and Distribution of Tobacco Products and Required Warning

Statements for Tobacco Products – 23141 ( Apr 25); 35711 ( Jun 24)
User Fees:

Generic Drug User Fee Amendments – 49025 ( Aug 19)
World Trade Center Health Program:

Cardiovascular Disease; Finding of Insufficient Evidence – 25766 ( May 6)
Denial of Petition to Add Kidney Damage/Disease to List of WTC-Related

Health Conditions – 17972 ( Mar 31)
NOTICES
Agency Information Collection Activities; Proposals, Submissions, and

Approvals – 8720, 8721 ( Feb 13); 8971, 8972, 8973, 8978 ( Feb 14); 9209,
9211, 9212, 9235 ( Feb 18); 9912 ( Feb 21); 10157, 10158, 10159, 10160,
10161 ( Feb 24); 10525, 10525, 10526 ( Feb 25); 10808, 10810, 10812,
10813 ( Feb 26); 11434, 11435 ( Feb 28); 11791, 11798, 11799 ( Mar 3);
12200, 12206, 12207, 12208, 12209 ( Mar 4); 12692, 12693, 12693
( Mar 6); 13053, 13054, 13055, 13056, 13057, 13058, 13059 ( Mar 7);
13304, 13305, 13311, 13312 ( Mar 10); 13653 ( Mar 11); 14042, 14043,
14047, 14056, 14057 ( Mar 12); 14252, 14253, 14254, 14261, 14262
( Mar 13); 14514 ( Mar 14); 14709, 14711, 14711 ( Mar 17); 15127
( Mar 18); 15345, 15347, 15348, 15350 ( Mar 19); 15747, 15748, 15749
( Mar 21); 16001, 16002, 16013 ( Mar 24); 16336, 16337 ( Mar 25); 17154
( Mar 27); 17542, 17545, 17554 ( Mar 28); 18030 ( Mar 31); 18552, 18553,
18554, 18555 ( Apr 2); 18690, 18691, 18692 ( Apr 3); 18913, 18915, 18916,
18919, 18920 ( Apr 4); 19086, 19087, 19088 ( Apr 7); 19333, 19336, 19337,
19344 ( Apr 8); 19911, 19913, 19914 ( Apr 10); 20204, 20205, 20206,
20206, 20208, 20209, 20211 ( Apr 11); 20885 ( Apr 14); 21249 ( Apr 15);
21763 ( Apr 17); 21931, 21932, 21933 ( Apr 18); 22142, 22143, 22150
( Apr 21); 22497, 22502, 22504 ( Apr 22); 22683 ( Apr 23); 22818, 22823
( Apr 24); 22975, 22976, 23000 ( Apr 25); 24430, 24431, 24432, 24434,
24435, 24437, 24438, 24439, 24440, 24441 ( Apr 30); 24737 ( May 1);
25132, 25133 ( May 2); 25595, 25598 ( May 5); 26760, 26762 ( May 9);
26963, 26971, 26975, 26976 ( May 12); 27308, 27309 ( May 13); 27614,
27615, 27617, 27618, 27619 ( May 14); 28513, 28515, 28516, 28522,
28523 ( May 16); 28729, 28731 ( May 19); 28931, 28936 ( May 20); 29190,
29191, 29192, 29195, 29196 ( May 21); 29444, 29445 ( May 22); 29776,
29776 ( May 23); 30146, 30147 ( May 27); 30626 ( May 28); 30847, 30848
( May 29); 31114 ( May 30); 31335, 31336, 31338, 31342, 31343 ( Jun 2);
32297, 32299, 32301 ( Jun 4); 32550, 32560, 32562 ( Jun 5); 32962 ( Jun 9);
33194, 33195 ( Jun 10); 33924, 33925, 33927, 33928 ( Jun 13); 34531,
34532, 34535, 34544 ( Jun 17); 34755, 34764, 34765 ( Jun 18); 35161,
35163, 35164, 35165, 35166, 35169 ( Jun 19); 35354, 35356 ( Jun 20);
35547, 35547, 35549 ( Jun 23); 35759, 35761 ( Jun 24); 36064, 36065,
36066, 36067, 36074, 36080 ( Jun 25); 36516, 36518, 36537 ( Jun 27);
38033 ( Jul 3); 38921 ( Jul 9); 39399, 39400, 39401, 39402, 39406 ( Jul 10);
40105, 40106 ( Jul 11); 40765 ( Jul 14); 41287 ( Jul 15); 41689, 41690,
41691, 41693, 41694 ( Jul 17); 42013, 42018, 42026 ( Jul 18); 42327, 42328
( Jul 21); 42516, 42517 ( Jul 22); 42796 ( Jul 23); 43054, 43055 ( Jul 24);
43474, 43497 ( Jul 25); 43746, 43759 ( Jul 28); 44033, 44040 ( Jul 29);
44172, 44174, 44176 ( Jul 30); 44774, 44775, 44776, 44777 ( Aug 1); 45190,
45206, 45206 ( Aug 4); 45815 ( Aug 6); 46442, 46443 ( Aug 8); 46825,
46827, 46828, 46829, 46835 ( Aug 11); 47142, 47144 ( Aug 12); 47465,
47466 ( Aug 13); 47640, 47655, 47656 ( Aug 14); 48169, 48173 ( Aug 15);
49516, 49517, 49519, 49520, 49521 ( Aug 21); 50649, 50649, 50651,
50652, 50653, 50655 ( Aug 25); 50912, 50913, 50915, 50917 ( Aug 26);
51333, 51335, 51336, 51338 ( Aug 28); 51565, 51569, 51571, 51572
( Aug 29)
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Agency Information Collection Activities; Proposals, Submissions, and
Approvals:

Medicated Feeds; Manufacturing Practice Regulations – 35358 ( Jun 20)
Refugee Resettlement; State Plan for Grants to States – 36808 ( Jun 30)
A Generic Submission for Theory Development and Validation – 40763

( Jul 14)
Additional Criteria and Procedures for Classifying Over-the-Counter Drugs

as Generally Recognized as Safe and Effective and Not
Misbranded – 16007 ( Mar 24); 36070 ( Jun 25)

Adoption and Foster Care Analysis Reporting System for title IV-B and title
IV-E – 30850 ( May 29); 51175 ( Aug 27)

Adoption of Career Pathways Approaches for the Delivery of Education,
Training, Employment, and Human Services – 22662 ( Apr 23)

Adverse Event Program for Medical Devices (Medical Product Safety
Network) – 20887 ( Apr 14); 34758 ( Jun 18)

Adverse Experience Reporting for Licensed Biological Products; and
General Records – 19097 ( Apr 7)

Agency for Healthcare Research and Quality – 26964 ( May 12)
American Association of Blood Banks – 29774 ( May 23)
Animal Drug User Fee Act Cover Sheet – 22689 ( Apr 23)
Animal Drug User Fee Act Waivers and Reductions – 10532 ( Feb 25); 28525

( May 16)
Animal Feed Network; State, Federal Cooperation to Prevent Spread of Pet

Food and Animal Feed Related Diseases – 10529 ( Feb 25)
Animal Feed Regulatory Program Standards – 9223 ( Feb 18)
Animal Generic Drug User Fee Act Cover Sheet – 9224 ( Feb 18); 22687

( Apr 23); 43751 ( Jul 28)
Annual Reporting for Custom Device Exemption – 43493 ( Jul 25)
Annual Statistical Report on Children in Foster Homes and Children in

Families Receiving Payment in Excess of the Poverty Income Level,
etc. – 38903 ( Jul 9)

Antiparasitic Drug Use and Antiparasitic Resistance Survey – 38037 ( Jul 3)
Application for Food and Drug Administration Approval to Market a New

Drug – 16003 ( Mar 24)
Application for Participation in the Commissioner's Fellowship

Program – 45196 ( Aug 4)
Application for Participation in the Medical Device Fellowship

Program – 19619 ( Apr 9)
Assessment of DAIDS Training Resources – 12203 ( Mar 4)
Assessment of Oncology Nursing Education and Training in Low and

Middle Income Countries – 38542 ( Jul 8)
Atherosclerosis Risk in Communities Study – 11800 ( Mar 3)
Awareness and Beliefs about Cancer Survey, National Cancer

Institute – 26436 ( May 8)
Behavioral Programs for Diabetes Mellitus – 42324 ( Jul 21)
Best Pharmaceuticals for Children Act Priority List of Needs in Pediatric

Therapeutics – 50679 ( Aug 25)
Bioequivalence Data; Requirements for Submission – 36320 ( Jun 26)
Blood Establishment Registration and Product Listing – 46838 ( Aug 11)
Cancer Epidemiology Descriptive Cohort Database – 34766 ( Jun 18)
Cardiovascular Health and Needs Assessment in Washington, DC -

Development of a Community-Based Behavioral Weight Loss
Intervention – 14518 ( Mar 14)

Center for Tobacco Products Move to the Food and Drug Administration's
White Oak Campus – 27871 ( May 15)

Certification of Maintenance of Effort on Help America Vote Act – 30148
( May 27)

Certification on Maintenance; Long-Term Care Ombudsman Program
Expenditures – 15751 ( Mar 21)

Certification to Accompany Drug, Biological Product, and Device
Applications or Submissions – 38905 ( Jul 9)

Channels of Trade Policy for Commodities With Residues of Pesticide
Chemicals, etc. – 49778 ( Aug 22)

Channels of Trade Policy for Commodities with Residues of Pesticide
Chemicals, for which Tolerances Have Been Revoked, etc. – 31944
( Jun 3)

Chemistry, Manufacturing, and Controls Postapproval Manufacturing
Changes to be Documented in Annual Reports – 9215 ( Feb 18)

Child Care Quarterly Case Record Report - ACF-801 – 42021 ( Jul 18)
Child Support Enforcement Program Annual Data Report – 35356 ( Jun 20)
Child Victims of Human Trafficking Assistance – 25874 ( May 6)
Chimpanzee Research Use Form – 27318 ( May 13); 49331 ( Aug 20)
Citizen Petitions and Petitions for Stay of Action Subject to the Federal

Food, Drug, and Cosmetic Act – 13656 ( Mar 11)

Color Additive Certification Requests and Recordkeeping – 22688 ( Apr 23)
Common Formats for Patient Safety Data Collection and Event

Reporting – 9214 ( Feb 18)
Communications Testing for Comprehensive Communication Campaign

for HITECH ACT – 38895 ( Jul 9)
Comparative Price Information in Direct-to-Consumer and Professional

Prescription Drug Advertisements – 26255 ( May 7)
Continuing Education for Comparative Effectiveness Research

Survey – 45192 ( Aug 4)
Cosmetic Labeling – 21766 ( Apr 17); 36069 ( Jun 25)
Cost Study of Evidence-Based Teen Pregnancy Prevention

Programs – 36807 ( Jun 30)
Current Good Manufacturing Practice in Manufacturing, Packaging,

Labeling, or Holding Operations for Dietary Supplements – 10530
( Feb 25); 30616 ( May 28); 31944 ( Jun 3)

Current Good Manufacturing Practice Regulations for Medicated
Feeds – 19091 ( Apr 7)

Current Good Manufacturing Practice Regulations for Type A Medicated
Articles – 19093 ( Apr 7)

Current Good Manufacturing Practice; Quality System Regulation – 9908
( Feb 21)

Custom Device Exemption – 26434 ( May 8)
Customer/Partner Service Surveys – 21765 ( Apr 17); 43493 ( Jul 25)
Data Collections Submitted for Public Comment and

Recommendations – 10527 ( Feb 25)
Data to Support Drug Product Communications as Used by the Food and

Drug Administration – 19096 ( Apr 7)
Database of Cognitive Training and Remediation Studies – 21250 ( Apr 15)
Deficit Reduction Act, Temporary Assistance for Needy Families

Rule – 31116 ( May 30)
Delta State; Rural Development Network Grant Program Performance

Improvement Measurement System Measures – 29784 ( May 23)
Demonstrating Substantial Equivalence for Tobacco Products – 33196

( Jun 10)
Designation of a Class of Employees for Addition to the Special Exposure

Cohort – 19615 ( Apr 9); 27307 ( May 13)
Designation of New Animal Drugs for Minor Use or Minor Species – 14713

( Mar 17)
Det Norske Veritas Healthcare – 36521 ( Jun 27)
Developmental Disabilities Protection and Advocacy Program

Performance Report – 26252 ( May 7)
Devices and/or Technologies Used for Identifying Potential Inhalation

Hazards – 35176 ( Jun 19)
Diagnosis and Treatment of Myalgic Encephalomyelitis/Chronic Fatigue

Syndrome – 34538 ( Jun 17)
Discretionary Grant Program – 32557 ( Jun 5)
Division of Cancer Epidemiology and Genetics Fellowship Program and

Summer Student Applications – 19632 ( Apr 9)
Electronic Records; Electronic Signatures – 17551 ( Mar 28)
Electronic Submission Process for Voluntary Allegations to the Center for

Devices and Radiological Health – 29779 ( May 23)
Electronic Submission Requirements; Correction – 47655 ( Aug 14)
Eligibility Determination for Donors of Human Cells, Tissues, and Cellular

and Tissue-Based Products – 16800 ( Mar 26)
Entities Approved to Certify Medical Review Officers – 13653 ( Mar 11)
Establishing and Maintaining a List of United States Dairy Product

Manufacturers/Processors with Interest in Exporting – 29777 ( May 23)
Establishing and Maintaining Lists of United States Milk Product

Manufacturers/Processors with Interest in Exporting – 9221 ( Feb 18)
Evaluation of Cancer Control Leadership Forums at the Center for Global

Health – 41295 ( Jul 15)
Evaluation of Center for Global Health's Workshops – 26437 ( May 8)
Evaluation of International Bilateral Programs – 14256 ( Mar 13)
Evaluation of the General Market Youth Tobacco Prevention

Campaign – 11112 ( Feb 27)
Evaluation of Tribal Health Profession Opportunity Grants – 33929

( Jun 13); 49522 ( Aug 21)
Evaluations of the Clinical Courses Developed by the National Institutes of

Health Centers of Excellence in Pain Education – 21935 ( Apr 18)
Evidence-Based Falls Prevention Program – 36527 ( Jun 27)
Exception from General Requirements for Informed Consent – 19915

( Apr 10); 41580 ( Jul 16)
Exceptions or Alternatives to Labeling Requirements for Products Held by

the Strategic National Stockpile – 9219 ( Feb 18); 41582 ( Jul 16)
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Expedited Programs for Serious Conditions-Drugs and Biologics – 24729
( May 1)

Experimental Study of Direct-to-Consumer Promotion Directed at
Adolescents – 42333 ( Jul 21)

Exports; Notification and Recordkeeping Requirements – 38036 ( Jul 3)
Extension of Certification of Maintenance of Effort for the Title III and the

Certification of Long-Term Care Ombudsman Program
Expenditures – 31943 ( Jun 3)

Eye Tracking Experimental Studies to Explore Consumer Use of Food
Labeling Information, etc. – 14713 ( Mar 17)

Eye Tracking Study of Direct-to-Consumer Prescription Drug
Advertisement Viewing – 30614 ( May 28)

Family Violence Prevention and Services; Grants to Native American
Tribes, et al. – 18917 ( Apr 4); 37322 ( Jul 1)

Fast Track Drug Development Programs; Designation, Development, and
Application Review – 44780 ( Aug 1)

FDA Safety Communication Readership Survey – 44177 ( Jul 30)
Federal Case Registry – 31340 ( Jun 2)
Federal Strategic Action Plan on Services for Victims of Human Trafficking,

etc. – 15129 ( Mar 18)
Focus Groups as Used by the Food and Drug Administration – 9222

( Feb 18); 32555 ( Jun 5)
Food Additive, Color Additive, and Generally Regarded As Safe Affirmation,

etc. – 37330 ( Jul 1)
Food Allergen Labeling and Reporting – 47145 ( Aug 12)
Food and Drug Administration and the National Cancer Institute Health

Communication Survey – 26439 ( May 8)
Food and Drug Administration Generic Rapid Response Surveys – 19618

( Apr 9)
Food and Drug Administration Recall Regulations – 45197 ( Aug 4)
Food Canning Establishment Registration, Process Filing, and

Recordkeeping for Acidified Foods and Thermally Processed Low-Acid
Foods in Hermetically Sealed Containers – 47642 ( Aug 14)

Food Labeling Regulations – 36529 ( Jun 27)
Formative Research, Pre-Testing, Stakeholder Measures and Advocate

Forms at NCI – 42023 ( Jul 18); 44811 ( Aug 1)
General Administrative Procedures; Citizen Petitions; Petition for

Reconsideration or Stay of Action; Advisory Opinions – 15594
( Mar 20); 32552 ( Jun 5)

General Atomics Facility, La Jolla, CA; Special Exposure Cohort – 38898
( Jul 9)

Generic Clearance for the Collection of Qualitative Feedback on Agency
Service Delivery – 32298 ( Jun 4); 34756 ( Jun 18); 38047 ( Jul 3)

Generic Clearance to Support the Safe to Sleep Campaign at the Eunice
Kennedy Shriver National Institute for Child Health and Human
Development – 30856 ( May 29)

Generic Food and Drug Administration Rapid Response Surveys – 42800
( Jul 23)

Global Rare Diseases Patient Registry Data Repository Program – 44185
( Jul 30)

Good Laboratory Practice Regulations for Nonclinical Studies – 33755
( Jun 12)

Guidance on Formal Dispute Resolution; Scientific and Technical Issues
Related to Pharmaceutical Current Good Manufacturing
Practice – 46836 ( Aug 11)

Guidance on Postmarketing Adverse Event Reporting for Medical
Products, Dietary Supplements During an Influenza Pandemic – 46839
( Aug 11)

Guide to Minimize Microbial Food Safety Hazards of Fresh-Cut Fruits and
Vegetables – 31943 ( Jun 3)

Hazardous Substances That Will Be Candidates for Toxicological Profiles;
Revised Priority List – 30613 ( May 28)

Head Start Family and Child Experiences Survey – 11445 ( Feb 28); 27620
( May 14)

Head Start Impact Study Participants Beyond 8th Grade – 27621 ( May 14)
Head Start Performance Information Report – 43750 ( Jul 28)
Head Start Program Information Report – 31339 ( Jun 2)
Health and Diet Survey – 40760 ( Jul 14)
Health Information Exchange – 51567 ( Aug 29)
Health Profession Opportunity Grants Program – 51174 ( Aug 27)
Help America Vote Act Narrative Annual Report – 49325 ( Aug 20)
HIV Study in Blood Donors from Five Chinese Regions – 33764 ( Jun 12);

51334 ( Aug 28)

Home Visiting: Approaches to Father Engagement and Father's
Experiences – 22819 ( Apr 24)

Human Tissue Intended for Transplantation – 9467 ( Feb 19)
Imported Food; Public Health Security and Bioterrorism Preparedness and

Response Act – 36529 ( Jun 27)
Importer's Entry Notice – 14255 ( Mar 13); 36321 ( Jun 26)
Improving Hospital Informed Consent with an Informed Consent

Toolkit – 38898 ( Jul 9)
Incident HIV/ Hepatitis B Virus Infections In South African Blood Donors,

etc. – 9471 ( Feb 19)
Independent Assessment of the Process for Review of Device

Submissions, etc. – 30853 ( May 29)
Index of Legally Marketed Unapproved New Animal Drugs for Minor

Species – 19094 ( Apr 7); 35357 ( Jun 20)
Infant Formula Recall Regulations – 46270 ( Aug 7)
Information Comparison with Insurance Data – 13656 ( Mar 11)
Information from United States Firms and Processors that Export to the

European Community – 11446 ( Feb 28)
Information Request Regarding pH of Smokeless Tobacco

Products – 42797 ( Jul 23)
Innovative Strategies for Increasing Self-Sufficiency: Follow-Up Data

Collections – 51173 ( Aug 27)
Institutional Review Boards – 12202 ( Mar 4)
Intent to Use an Accredited Person under the Accredited Persons

Inspection Program – 30619 ( May 28)
Interventions to Improve Antibiotic Use for Acute Respiratory Tract

Infections – 36514 ( Jun 27)
Job Search Assistance Strategies Evaluation – 33559 ( Jun 11)
Joint Commission – 36522, 36524 ( Jun 27)
Loan Repayment Programs – 20893 ( Apr 14)
Low Income Home Energy Assistance Program Performance

Measures – 32550 ( Jun 5)
Management of Postpartum Hemorrhage – 42016 ( Jul 18)
Maternal and Infant Home Visiting Program Evaluation Check-In Project,

etc. – 49325 ( Aug 20)
Medical Device International Organization for Standardization; Voluntary

Audit Report Submission Pilot Program – 36318 ( Jun 26)
Medical Device Labeling Regulations – 44782 ( Aug 1)
Medical Devices; Device Tracking – 22991 ( Apr 25)
Medical Devices; Reports of Corrections and Removals – 43751 ( Jul 28)
Medical Devices; Third Party Review under the Food and Drug

Administration Modernization Act – 9215 ( Feb 18)
Medicated Articles; Manufacturing Practice Regulations – 35360 ( Jun 20)
Methodology for Determining Whether an Increase in a State's Child

Poverty Rate is the Result of the TANF Program – 38905 ( Jul 9)
National Cancer Institute Cancer Genetics Services Directory Web-Based

Application and Update Mailer – 26438 ( May 8); 45200 ( Aug 4)
National Diabetes Education Program; Comprehensive Evaluation

Plan – 15351 ( Mar 19); 33765 ( Jun 12); 45200 ( Aug 4)
National Institute of Mental Health Recruitment and Milestone Reporting

System – 10816 ( Feb 26)
National Survey of Older Americans Act Participants – 18032 ( Mar 31)
National Toxicology Program Interagency Center for Evaluation of

Alternative Toxicological Methods; Nomination of Reference
Chemicals – 27323 ( May 13)

New Methods to Detect Bias in Peer Review; Requirements and
Registration – 25603 ( May 5)

New Technology Ambulatory Payment Classification – 11792 ( Mar 3)
Next Series of Tobacco Use Supplements to the Current Population

Survey – 22998 ( Apr 25)
NIH Neurobiobank Tissue Access Request – 8723 ( Feb 13)
Non-Binding Criteria for Implementing Permissive Exclusion Authority

under the Social Security Act – 40114 ( Jul 11)
Objective Progress Report and Objective Work Plan – 38904 ( Jul 9)
Open Payments; Registration, Attestation, Dispute & Resolution,

Assumptions Document and Data Retention Requirements – 25596
( May 5)

Orphan Drugs for Covered Entities; Exclusion – 42801 ( Jul 23)
Orphan Drugs Products; Common European Medicines Agency/FDA

Application Form for Orphan Medicinal Product Designation – 21471
( Apr 16)

Outcome Evaluation of the Broadening Experiences in Scientific Training
Program – 50921 ( Aug 26)

Over-the-Counter Human Drugs; Labeling Requirements – 9217 ( Feb 18)
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Paralysis Resource Center – 20213 ( Apr 11)
Permanency Innovations Initiative Evaluation – 19090 ( Apr 7)
Personal Responsibility Education Program Multi-Component Evaluation;

Data Collection Related to the Design and Implementation
Study – 51172 ( Aug 27)

Pet Event Tracking Network; State, Federal Cooperation to Prevent Spread
of Pet Food Related Diseases – 31949 ( Jun 3)

Pharmacogenomic Data Submissions – 43494 ( Jul 25)
Population Assessment of Tobacco and Health Study – 37754 ( Jul 2)
Potential Tobacco Product Violations Reporting Form – 9216 ( Feb 18);

43492 ( Jul 25)
Pregnancy Assistance Fund Feasibility and Design Study – 36062 ( Jun 25)
Premarket Notification for a New Dietary Ingredient – 15129 ( Mar 18)
Preparing a Claim of Categorical Exclusion or an Environmental

Assessment for Submission to the Center for Food Safety and Applied
Nutrition – 15130 ( Mar 18)

Prescription Drug Advertisements – 11112 ( Feb 27); 32554 ( Jun 5)
Prescription Drug Labeling Improvements and Enhancement

Initiatives – 26252 ( May 7)
Procedures for the Safe Processing and Importing of Fish and Fishery

Products – 14713 ( Mar 17)
Process Assessment Review, Division of Acquired Immunodeficiency

Syndrome Critical Events Policy Implementation Program – 19633
( Apr 9)

Program Instruction, Children's Justice Act – 19915 ( Apr 10)
Progress Reports for Center for Global Health's Low and Mid - Income

Countries Global Health Collaborations – 43755 ( Jul 28)
Qualitative Data on Tobacco Products and Communications – 44779

( Aug 1)
Qualitative Feedback on Agency Service Delivery – 15133 ( Mar 18); 23980

( Apr 29); 32965 ( Jun 9); 46441 ( Aug 8)
Quantitative Testing as Used by the Food and Drug Administration Center

for Tobacco Products – 41696 ( Jul 17)
Questionnaire Cognitive Interviewing and Pretesting – 22997 ( Apr 25)
Radioactive Drug Research Committees – 24442 ( Apr 30); 46272 ( Aug 7)
Radiotherapy Treatments for Head and Neck Cancer – 14046 ( Mar 12)
Rapid Throughput Standardized Evaluation of Transmissible Risk for

Substance Use Disorder in Youth – 13317 ( Mar 10); 16802 ( Mar 26)
Recommended Glossary and Educational Outreach to Support Use of

Symbols on Labels and in Labeling of In Vitro Diagnostic Devices,
etc. – 16799 ( Mar 26)

Reconciliation Tool for the Teaching Health Center Graduate Medical
Education Program – 18037 ( Mar 31)

Recordkeeping and Records Access Requirements for Food
Facilities – 21767 ( Apr 17); 36321 ( Jun 26)

Recordkeeping and Reporting Requirements for Human Food and
Cosmetics Manufactured from, Processed with, or Otherwise
Containing Material from Cattle – 44785 ( Aug 1)

Recruitment and Screening for the Insight into Determination of
Exceptional Aging and Longevity Study – 18569 ( Apr 2); 44811 ( Aug 1)

Refugee Assistance Program Estimates – 45445 ( Aug 5)
Registration of Human Drug Compounding Outsourcing Facilities under

the Federal Food, Drug, and Cosmetic Act – 51176 ( Aug 27)
Regulations for In Vivo Radiopharmaceuticals Used for Diagnosis and

Monitoring – 42337 ( Jul 21)
Reinstatement with Changes to Title III Supplemental Form to the

Financial Status Report – 36528 ( Jun 27)
Reports of Corrections and Removals of Medical Devices and Radiation

Emitting Products – 17549 ( Mar 28)
Request for Assistance for Child Victims of Human Trafficking – 10528

( Feb 25)
Request for Specific Consent to Juvenile Court Jurisdiction – 17548

( Mar 28)
Requests for Information Regarding Provider Non-Discrimination – 14051

( Mar 12)
Rescue and Restore Regional Program Project Data – 19089 ( Apr 7)
Respiratory Protective Devices Used in Healthcare – 14515 ( Mar 14); 22818

( Apr 24)
Risk and Benefit Perception Scale Development – 22143 ( Apr 21)
Risks in Direct-to-Consumer Prescription Drug Television

Advertisements – 9217 ( Feb 18)
Runaway and Homeless Youth Management Information System – 51573

( Aug 29)
Safe to Sleep Campaign – 18038 ( Mar 31)

Safety Assurance Case – 32964 ( Jun 9)
Safety Communication Readership Survey – 28526 ( May 16)
Satisfaction Surveys of Customers – 49523 ( Aug 21)
Senior Legal Helplines Operating within Model Approaches to Statewide

Legal Assistance Systems Demonstrations – 45446 ( Aug 5)
Small Health Care Provider Quality Improvement Program – 29785

( May 23)
Social Security Act; Case Plan Requirement, Title IV-E – 26972 ( May 12)
Social Security Administration - National Institutes of Health Collaboration

to Improve the Disability Determination Process, etc. – 22507 ( Apr 22)
Social Security Administration-National Institutes of Health Collaboration

to Improve the Disability Determination Process, etc. – 46445 ( Aug 8)
Special Protocol Assessment; Guidance for Industry – 24729 ( May 1)
Special Volunteer and Guest Researcher Assignment, Office of the

Director – 18300 ( Apr 1); 41293 ( Jul 15)
Specification of the Unique Facility Identifier System for Drug

Establishment Registration – 33756 ( Jun 12)
Specimen Resource Locator – 38542 ( Jul 8)
Specimen Resource Locator, National Cancer Institute – 19345 ( Apr 8)
Standards for Interoperable Exchange of Information for Tracing of

Human, Finished, Prescription Drugs, in Paper or Electronic
Format – 9745 ( Feb 20)

State and Community Tobacco Control Research Initiative
Evaluation – 32742 ( Jun 6)

State Developmental Disabilities Council 5-Year State Plan – 43473 ( Jul 25)
State High Performance Bonus System Transmission File Layouts for HPBS

Work Measures – 43750 ( Jul 28)
State Petitions for Exemption From Preemption – 46269 ( Aug 7)
Strategic Priorities – 37332 ( Jul 1)
Strategies to Strengthen Fairness and Impartiality in Peer Review;

Requirements and Registration – 25606 ( May 5)
Submission of Petitions; Food Additive, Color Additive, and Generally

Recognized as Safe Affirmation, etc. – 21469 ( Apr 16)
Subsidized and Transitional Employment Demonstration and Enhanced

Transitional Jobs Demonstration – 17547 ( Mar 28); 31115 ( May 30)
Supplemental Form to the Financial Status Report – 20212 ( Apr 11)
Taking Efficiency Interventions in Health Services Delivery to Scale – 38901

( Jul 9)
Temporary Assistance for Needy Families/National Directory of New Hires

Match Results Report – 43749 ( Jul 28)
Temporary Marketing Permit Applications – 32556 ( Jun 5); 49326 ( Aug 20)
Testing Communications on Biological Products – 32963 ( Jun 9)
Testing Communications on Food and Drug Administration-Regulated

Products Used in Animals – 34312 ( Jun 16)
Testing Communications on Medical Devices and Radiation-Emitting

Products – 18558 ( Apr 2)
The Hispanic Community Health Study; Study of Latinos – 16345 ( Mar 25);

34767 ( Jun 18); 41293 ( Jul 15)
The National Diabetes Education Program Comprehensive Evaluation

Plan – 49784 ( Aug 22)
Third Party Disclosure and Recordkeeping Requirements for Reportable

Food – 31946 ( Jun 3); 50656 ( Aug 25)
Tobacco Product Violations – 26765 ( May 9)
Tobacco Products, Exemptions from Substantial Equivalence

Requirements – 34756 ( Jun 18)
Total Product Life Cycle; Infusion Pump; Premarket Notification

Submissions – 19616 ( Apr 9)
Trafficking Victims Tracking System – 33558 ( Jun 11)
United States Processors that Export to the European Community – 31943

( Jun 3)
Updating and Expanding the AHRQ QI Toolkit for Hospitals – 45194 ( Aug 4)
Updating Labeling for Susceptibility Test Information in Systemic

Antibacterial Drug Products, etc. – 19099 ( Apr 7)
Use of Serological Tests to Reduce the Risk of Transmission of

Trypanosoma cruzi Infection in Whole Blood and Blood Components
for Transfusion – 12506 ( Mar 5)

User Fee Waivers, Reductions, and Refunds for Drug and Biological
Products – 12201 ( Mar 4); 41579 ( Jul 16)

Voluntary Cosmetic Registration Program – 23981 ( Apr 29)
Voluntary Establishment of Paternity – 18296 ( Apr 1); 41563 ( Jul 16)
Voluntary National Retail Food Regulatory Program Standards – 30616

( May 28); 46270 ( Aug 7)
Waiver-Related Materials; Postmarket Periodic Safety Reports in the

International Conference on Harmonisation Format – 26766 ( May 9)
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Applications for New Awards:
Preschool Development Grants--Development Grants – 48853 ( Aug 18)
Preschool Development Grants--Expansion Grants – 48873 ( Aug 18)

Applications:
Aurobindo Pharma, Ltd., et al. – 35170 ( Jun 19)
Cooperative Agreement to Support the World Trade Organization's

Standards and Trade Development Facility – 36073 ( Jun 25)
Area Health Education Centers Program:

Request for Single-Case Deviation – 45816 ( Aug 6)
Call for Nominees:

National Preparedness and Response Science Board – 28513 ( May 16)
Certified Laboratories and Instrumented Initial Testing Facilities:

Urine Drug Testing for Federal Agencies – 13066 ( Mar 7); 18302 ( Apr 1);
26444 ( May 8); 31958 ( Jun 3); 37335 ( Jul 1)

Cooperative Research and Development Agreements; Licensing
Opportunities:

Small Molecule Inhibitors of the Human USP1/UAF1 Complex(1) for the
Treatment of Cancer – 35755 ( Jun 24)

Declarations Regarding Emergency Use:
in vitro Diagnostics for Detection of Ebola Virus – 47141 ( Aug 12)

Delegation of Authority:
Food and Drug Administration – 22497 ( Apr 22)
Navajo Area Office – 19626 ( Apr 9)
Part G; Proposed Functional Statement – 11800 ( Mar 3)
Statement of Organization, Functions, and Delegations of

Authority – 42326 ( Jul 21)
Statements of Organization, Functions, and Delegations of

Authority – 9904 ( Feb 21); 15593 ( Mar 20); 18296, 18299 ( Apr 1); 21760,
21760 ( Apr 17); 25867, 25867 ( May 6); 26258 ( May 7); 31941, 31952
( Jun 3); 32739 ( Jun 6); 37754 ( Jul 2)

Density of the Primary Living Space of Captive Chimpanzees Owned,
Supported or Used in Research – 19917 ( Apr 10)

Designation of a Class of Employees for Addition to the Special Exposure
Cohort – 42795 ( Jul 23); 48168 ( Aug 15)

Determinations that Products Were Not Withdrawn from Sale for Reasons
of Safety or Effectiveness:

Cefmetazole Sodium Injection, Equivalent to 1 Gram Base/Vial and
Equivalent to 2 Gram Base/Vial, etc. – 13307 ( Mar 10)

Darunavir Tablets, 400 Milligrams – 18558 ( Apr 2)
DRIXORAL Tablet – 47648 ( Aug 14)
FUSILEV, Injection, 175 Mg./17.5 Mil. and 250 Mg./25 Mil. – 49780 ( Aug 22)
Gallium Nitrate Injectable and Five Other Drug Products – 9225 ( Feb 18)
LEUCOVORIN CALCIUM-PRESERVATIVE FREE Injection, 10 Milligrams/1

Milliliter, 10 Milliliter Total Fill Volume – 34313 ( Jun 16)
Levonorgestrel Implant, 75 Milligrams – 51575 ( Aug 29)
LUPRON DEPOT-PED Injectable 3.75 Milligrams/Vial and 7.5 Milligrams/

Vial, etc. – 49327 ( Aug 20)
Metaxalone Tablets, 400 Milligrams – 19102 ( Apr 7)
Nimodipine Capsules, 30 Milligrams – 18559 ( Apr 2)
Phenazopyridine Hydrochloride, Sulfamethoxazole Tablet, etc. – 33757

( Jun 12)
SULAR (Nisoldipine) Extended-Release Tablets, 10 Milligrams, etc. – 50659

( Aug 25)
Technetium Tc-99m Sodium Pertechnetate Injection, Oral, 2 to 100

Millicuries per Milliliter and 10 to 60 Millicuries per Milliliter – 30851
( May 29)

Valproic Acid Delayed-Release Capsules, 125 Milligrams, 250 Milligrams,
and 500 Milligrams – 9225 ( Feb 18)

Zovirex Injection, Equivalent to 250 Milligrams Base/Vial, et al. – 20214
( Apr 11)

Drugs for Human Use:
Use of Innovative Packaging, Storage, and/or Disposal Systems to Address

the Misuse and Abuse of Opioid Analgesics – 19619 ( Apr 9)
Vaccine Information Materials; Revision – 36068 ( Jun 25)

Emergency Use Authorizations:
In Vitro Diagnostic Device for Detection of Novel Influenza A (H7N9)

Virus – 35550 ( Jun 23)
Environmental Impact Statements; Availability, etc.:

Assure/Expand Chilled Water Capacity Project – 51344 ( Aug 28)
Defining Small Numbers of Animals for Minor Use Designation – 28736

( May 19)
Gene Therapies, Vectored Vaccines, and Related Recombinant Viral or

Microbial Products – 35361 ( Jun 20)

Risk-Based Regulatory Framework and Strategy for Health Information
Technology Report; Report and Web Site Location – 19100 ( Apr 7)

Roybal 2025 Master Plan; Meeting Rescheduling and Comment Period
Extension – 9904 ( Feb 21)

Exclusive Licenses:
AAV Mediated Aquaporin-1 Gene Transfer to Treat Sjogrens

Syndrome – 38922 ( Jul 9)
Activators of Human Pyruvate Kinase to Treat Cancer – 25876 ( May 6)
Best Bones Forever! Campaign Marks – 21935 ( Apr 18)
Caval-Aortic Devices for Aortic Valve Replacement – 12696 ( Mar 6)
Development of a Diagnostic and Prognostic for Breast and Prostate

Cancer Using Spatial Genome Organization – 40119 ( Jul 11)
Development of a Single Domain Human Anti-Mesothelin Monoclonal

Antibody for Treatment of Human Cancers – 42025 ( Jul 18)
Development of Chimeric Antigen Receptors Targeting B-cell Maturation

Antigen to Treat or Prevent Cancer and Autoimmune Disease – 41700
( Jul 17)

Development of Granulysin Immunotherapy – 40118 ( Jul 11)
Development of Molecular-Based Cancer Diagnostic and

Prognostic – 40120 ( Jul 11)
Development of Single Domain Human Anti-Mesothelin Monoclonal

Antibody for Treatment of Human Cancers – 18039 ( Mar 31)
Development of T Cell Receptors for Adoptive Transfer in Humans to Treat

Cancer – 16347 ( Mar 25)
Device and System for Expression Microdissection – 16347 ( Mar 25)
Identification of Non-invasive Biomarkers of Coordinate Metabolic

Reprogramming in Colorectal Tumor – 47468 ( Aug 13)
Immunotherapy Vaccine for Treating Lymphoma and Leukemia – 21251

( Apr 15)
Live Attenuated Codon-deoptimized Respiratory Syncytial Virus

Vaccines – 12696 ( Mar 6)
Multivalent Vaccines for Rabies Virus and Ebola and Marburg – 18039

( Mar 31)
Nitric Oxide Releasing Materials; Medical Devices Related to Microbial

Management and Wound Care – 27885 ( May 15)
Pre-Clinical Evaluation and Commercial Development of Anti-tyrosine

Kinase-like Orphan Receptor 1 Antibody-drug Conjugates for the
Treatment of Human Cancers – 14519 ( Mar 14)

Pre-Clinical Evaluation and Commercial Development of Human
Therapeutics for Liver Cancer and Ovarian Cancer within the Scope of
the Licensed Patent Rights – 9248 ( Feb 18)

Silica-coated Fluorescent Nanodiamond Probes and Devices and Systems
for Imaging Fluorescent Nanodiamonds – 34323 ( Jun 16)

Treatment of Breast Cancer, Prostate Cancer, Ewing Sarcoma, and
Thymoma – 15136 ( Mar 18)

Use of Oligodeoxynucleotide as Neuroprotectants in Cerebral and Other
Ischemic Injury – 51578 ( Aug 29)

Experiential Learning Program:
Center for Devices and Radiological Health – 24729 ( May 1)

Exploring the Possibility of Proprietary Name Reservation for Drug
Products – 43751 ( Jul 28)

Federal Workplace Drug Testing Programs:
List of Certified Laboratories and Instrumented Initial Testing

Facilities – 44813 ( Aug 1)
Fee Rates for Fiscal Year 2015:

Abbreviated New Drug Application, Prior Approval Supplement, Drug
Master File, Final Dosage Form Facility, and Active Pharmaceutical
Ingredient Facility – 44797 ( Aug 1)

Animal Drug User Fee Rates and Payment Procedures for Fiscal Year
2015 – 44787 ( Aug 1)

Animal Generic Drug User Fee Rates and Payment Procedures for Fiscal
Year 2015 – 44792 ( Aug 1)

Biosimilar User Fee Rates for Fiscal Year 2015 – 44795 ( Aug 1)
Outsourcing Facility Fee Rates for Fiscal Year 2015 – 44805 ( Aug 1)
Outsourcing Facility Fee Rates for Fiscal Year 2015; Correction – 51184

( Aug 27)
Prescription Drug User Fee Rates for Fiscal Year 2015 – 44807 ( Aug 1)

Fees for Sanitation Inspections of Cruise Ships – 44454 ( Jul 31)
Findings of Research Misconduct – 44171 ( Jul 30); 44774 ( Aug 1)
Food and Drug Administration Modernization Act:

List of Recognized Standards, Recognition List Number 036;
Modifications – 38910 ( Jul 9)

List of Recognized Standards, Recognition List Number 035 – 27873
( May 15)
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Food Safety Modernization Act:
Domestic and Foreign Facility Reinspection, Recall, and Importer

Reinspection Fee Rates for Fiscal Year 2015 – 44800 ( Aug 1)
Funding Availability:

American Indians into Medicine Program – 23983 ( Apr 29)
American Indians into Psychology – 34317 ( Jun 16)
APAIT Health Center Grant – 26978 ( May 12)
Award of Five Urgent Single-Source Grants – 41299 ( Jul 15)
Awards of Emergency Single-Source Grants; Louden Tribal Council,

Galena, AK – 42331 ( Jul 21)
Clinical Studies of Safety and Effectiveness of Orphan Products Research

Project Grant – 49088 ( Aug 19)
Discretionary Grant Programs – 32302 ( Jun 4)
Education Development Center, Inc.; Waltham, MA – 36542 ( Jun 27)
Family Violence Prevention and Services; Native American Tribes,

etc. – 37322 ( Jul 1)
Fostering Cooperation and Strengthening Medical Product Regulatory

Systems in the Americas – 38538 ( Jul 8)
Illinois Institute of Technology's National Center for Food Safety and

Technology; Cooperative Agreement – 23360 ( Apr 28)
Increasing the Quality and Efficiency of Clinical Trials – 29780 ( May 23)
Link2Health Solutions, Inc. – 36542 ( Jun 27)
Loan Repayment Program for Repayment of Health Professions

Educational Loans – 10534 ( Feb 25)
Massachusetts Department of Public Health – 39397 ( Jul 10)
Medicare Improvements for Patients and Providers Act; Medicare Savings

Program, Low Income Subsidy, Prescription Drug Enrollment
Outreach and Assistance – 36528 ( Jun 27)

Minority AIDS Initiative Funding to Increase HIV Prevention and Care
Service Delivery, etc. – 18921 ( Apr 4)

Negotiation Cooperative Agreement, Tribal Self-Governance
Program – 44049 ( Jul 29)

Non-Competitive Replacement Awards to Nationwide Children's Hospital,
Inc., and Children's Hospital Medical Center – 30629 ( May 28)

Office of Direct Service and Contracting Tribes; National Indian Health
Outreach and Education II – 45817 ( Aug 6)

Planning Cooperative Agreement; Tribal Self-Governance Program;
Limited Competition – 44043 ( Jul 29)

Ryan White HIV/AIDS Program Early Intervention Services Grant – 18568
( Apr 2)

Senior Medicare Patrol Program Project Grants – 15594 ( Mar 20)
Single Source Cooperative Agreement Awards; National Academy of

Science – 49319 ( Aug 20)
Small Health Care Provider Quality Improvement Program – 51184

( Aug 27)
Technical Assistance Grants – 18557 ( Apr 2)
The Eldercare Locator – 43492 ( Jul 25)
Tribal Management Grant Program – 38039 ( Jul 3)
Tribal Management Grant Program; Correction – 45199 ( Aug 4)
U.S. Committee for Refugees and Immigrants, Arlington, VA; Single-Source

Program Expansion Supplement Grant – 51176 ( Aug 27)
Funding Opportunity:

National Indian Health Outreach and Education – 50661 ( Aug 25)
Office of Direct Service and Contracting Tribes; National Indian Health

Outreach and Education – 50670 ( Aug 25)
Office of Direct Service and Contracting Tribes; National Indian Health

Outreach and Education II Program; Correction – 50670 ( Aug 25)
General Training Programs:

Center for Devices and Radiological Health, Experiential Learning
Program – 46272 ( Aug 7)

Government-Owned Inventions; Availability for Licensing – 8724 ( Feb 13);
9236 ( Feb 18); 10537 ( Feb 25); 12512 ( Mar 5); 14257 ( Mar 13); 16348
( Mar 25); 19634 ( Apr 9); 21936 ( Apr 18); 22820 ( Apr 24); 27880 ( May 15);
32743 ( Jun 6); 35756 ( Jun 24); 38922 ( Jul 9); 40120 ( Jul 11); 46840
( Aug 11); 50922 ( Aug 26)

Guidance for Industry and Staff:
Cell Challenge; Requirements and Registration – 46847 ( Aug 11)
Abbreviated New Drug Application Submissions-Prior Approval

Supplements Under the Generic Drug User Fee Amendments of 2012;
Availability – 40112 ( Jul 11)

Abbreviated New Drug Application Submissions; Amendments and Easily
Correctable Deficiencies Under the Generic Drug User Fee
Amendments; Availability – 40111 ( Jul 11)

Abbreviated New Drug Applications; Stability Testing of Drug Substances
and Products, Questions and Answers – 27874 ( May 15)

Advice About Eating Fish; Draft Update – 33559 ( Jun 11)
Allowable Excess Volume and Labeled Vial Fill Size in Injectable Drug and

Biological Products – 14517 ( Mar 14)
Analytical Procedures and Methods Validation for Drugs and

Biologics – 9467 ( Feb 19)
Annex 6 on Uniformity of Dosage Units General Chapter – 34314 ( Jun 16)
Appropriate Use of Voluntary Consensus Standards in Premarket

Submissions for Medical Devices – 27311 ( May 13)
Assessing the Effects of Significant Manufacturing Process Changes,

Including Emerging Technologies, on the Safety and Regulatory Status
of Food Ingredients and Food Contact Substances, Including Food
Ingredients That Are Color Additives – 36533 ( Jun 27)

Attachment to Guidance on Antiviral Product Development; Conducting
and Submitting Virology Studies to the Agency; etc. – 11448 ( Feb 28)

Availability of Final Policy Document – 20216 ( Apr 11)
Balancing Premarket and Postmarket Data Collection for Devices Subject

to Premarket Approval – 22690 ( Apr 23)
Benefit-Risk Factors to Consider When Determining Substantial

Equivalence in Premarket Notifications with Different Technological
Characteristics – 41289 ( Jul 15)

Best Practices in Developing Proprietary Names for Drugs – 30852
( May 29); 47654 ( Aug 14)

Bioavailability and Bioequivalence Studies Submitted in New Drug
Applications or Investigational New Drug Applications – 15131
( Mar 18)

Bioequivalence Recommendations for Specific Products – 42800 ( Jul 23)
Biologics License Applications for Minimally Manipulated, Unrelated

Allogeneic Placental/Umbilical Cord Blood, etc. – 12508 ( Mar 5)
Blood Glucose Monitoring Test Systems for Prescription Point-of-Care

Use – 19622 ( Apr 9)
Canned Tuna Deviating from Identity Standard – 35362 ( Jun 20)
Cell-Based Products for Animal Use – 44803 ( Aug 1)
Center for Biologics Evaluation and Research Move to White Oak

Campus – 12506 ( Mar 5)
Center for Devices and Radiological Health – 16801 ( Mar 26)
Center for Devices and Radiological Health Appeals Processes – 44177

( Jul 30)
Center for Devices and Radiological Health Electronic Submission of

Premarket Notification Submissions; Pilot Program – 24732 ( May 1)
Chemistry, Manufacturing, and Controls Postapproval Manufacturing

Changes to be Documented in Annual Reports – 12511 ( Mar 5)
Chronic Fatigue Syndrome/Myalgic Encephalomyelitis; Development of

Drug Products for Treatment; Availability – 13658 ( Mar 11)
Clinical Pharmacology Data to Support a Demonstration of Biosimilarity to

a Reference Product – 27622 ( May 14)
Clinical Pharmacology Labeling for Human Prescription Drug and

Biological Products--Considerations, Content, and Format;
Revisions – 47650 ( Aug 14)

Considerations When Transferring Clinical Investigation Oversight to
Another Institutional Review Board – 29781 ( May 23)

Considering Whether a Food and Drug Administration-Regulated Product
Involves the Application of Nanotechnology – 36534 ( Jun 27)

Content and Format of Abbreviated New Drug Applications – 33758
( Jun 12)

Controlled Correspondence Related to Generic Drug Development – 51180
( Aug 27)

Cooperative Research or Demonstration Projects; Evaluation
Policies – 51574 ( Aug 29)

Culture-Independent Straintyping and Characterization Challenge;
Requirements and Registration – 51340 ( Aug 28)

Current Good Manufacturing Practice; Interim Guidance for Human Drug
Compounding Outsourcing Facilities under the Federal Food, Drug
and Cosmetic Act; Draft – 37743 ( Jul 2)

Data Supporting Decisions Challenge – 19910 ( Apr 10)
De Novo Classification Process--Evaluation of Automatic Class III

Designation – 47651 ( Aug 14)
Decisions for Investigational Device Exemption Clinical

Investigations – 49089 ( Aug 19)
Design and Analysis of Shedding Studies for Virus or Bacteria-Based Gene

Therapy and Oncolytic Products – 38908 ( Jul 9)
Design Considerations for Devices Intended for Home Use – 45447 ( Aug 5)
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Designated Primary Medical Care, Mental Health, and Dental Health
Professional Shortage Areas – 36075 ( Jun 25)

Designation of High-Risk Foods for Tracing and for Scientific Data and
Information – 16800 ( Mar 26)

Distributing Scientific and Medical Publications on Risk Information for
Approved Prescription Drugs and Biological Products, Recommended
Practices – 33569 ( Jun 11)

Distributing Scientific and Medical Publications on Unapproved New Uses
-- Recommended Practices – 11793 ( Mar 3)

Documents to Support Submission of an Electronic Common Technical
Document – 27872 ( May 15)

Dog Confinement Agreements – 39403 ( Jul 10)
Draft Report on Carcinogens Monograph on Trichloroethylene – 40764

( Jul 14)
Drug Supply Chain Security Act Implementation: Identification of Suspect

Product and Notification – 33564 ( Jun 11)
EHR Innovations for Improving Hypertension Challenge; Requirements

and Registration – 38895 ( Jul 9)
Electronic Submission of Lot Distribution Reports – 51576 ( Aug 29)
Electronic Submission of Postmarketing Safety Reports Involving Vaccine

Products; Pilot Project – 30620 ( May 28)
Endotoxin Testing Recommendations for Single-Use Intraocular

Ophthalmic Devices – 21777 ( Apr 17)
Enforcement Policy for Certain Tobacco Products that the Food and Drug

Administration Finds Not Substantially Equivalent – 10534 ( Feb 25)
Enforcement Policy Regarding Investigational New Drug Requirements for

Use of Fecal Microbiota for Transplantation to Treat Clostridium
difficile Infection Not Responsive to Standard Therapies – 10814
( Feb 26)

Evaluation of Sex-Specific Data in Medical Device Clinical Studies – 49782
( Aug 22)

Exemption of Certain Class II and Class I Reserved Medical Devices from
Premarket Notification Requirements – 44804 ( Aug 1)

Expedited Access for Premarket Approval Medical Devices Intended for
Unmet Medical Need for Life Threatening or Irreversibly Debilitating
Disease or Conditions – 22691 ( Apr 23)

Expedited Programs for Serious Conditions, Drugs and Biologics – 31117
( May 30)

Fees for Human Drug Compounding Outsourcing Facilities under the
Food, Drug, and Cosmetic Act – 18297 ( Apr 1)

Final Issuance on the Adoption of Administration for Native Americans
Program Policies and Procedures – 8975 ( Feb 14)

Findings of Research Misconduct – 15127 ( Mar 18); 22973 ( Apr 25); 35546
( Jun 23)

Food Allergen Labeling Exemption Petitions and Notifications – 26435
( May 8)

Food and Drug Administration Safety and Innovation Act Action
Plan – 49781 ( Aug 22)

Food Facility Registration, Human and Animal Food – 31949 ( Jun 3)
Genomic Data Sharing Policy – 51345 ( Aug 28)
Global Unique Device Identification Database – 33568 ( Jun 11); 36530

( Jun 27)
Guidance for Industry on Establishing that a Tobacco Product was

Commercially Marketed in the United States as of February 15,
2007 – 40107 ( Jul 11)

Guidance for Industry on Pharmacogenomic Data Submissions – 23359
( Apr 28)

Guidance for Industry--Cooperative Manufacturing Arrangements for
Licensed Biologics – 38318 ( Jul 7)

Highly Multiplexed Microbiological/Medical Countermeasure In Vitro
Nucleic Acid Based Diagnostic Devices – 51182 ( Aug 27)

Hospital-Acquired Bacterial Pneumonia and Ventilator-Associated
Bacterial Pneumonia; Drug Development for Treatment – 26257
( May 7)

Humanitarian Device Exemption, Questions and Answers – 15130 ( Mar 18)
Immunogenicity Assessment for Therapeutic Protein Products – 47649

( Aug 14)
Immunogenicity-Related Considerations for Approval of Low Molecular

Weight Heparin for New Drug Applications – 19621 ( Apr 9)
In Vitro Companion Diagnostic Devices – 45813 ( Aug 6)
Increasing Public Access to FDA Compliance and Enforcement Data;

Report – 22693 ( Apr 23)
Independent Assessment of the Process for the Review of Device

Submissions; etc.; Correction – 33759 ( Jun 12)

Independent Charity Patient Assistance Programs – 31120 ( May 30)
Informed Consent Information Sheets – 41291 ( Jul 15)
Ingredients Declared as Evaporated Cane Juice Ingredients – 12507 ( Mar 5)
Interagency Coordinating Committee on the Validation of Alternative

Methods; Biennial Progress Report – 45201 ( Aug 4)
International Conference on Harmonisation; E2B(R3) Electronic

Transmission of Individual Case Safety Reports, etc. – 9908 ( Feb 21)
International Cooperation on Harmonisation of Technical Requirements

for Registration of Veterinary Medicinal Products – 27312 ( May 13)
International Cooperation on Harmonization -- Electronic Exchange of

Documents; File Format Recommendations – 51342 ( Aug 28)
Internet/Social Media Platforms with Character Space Limitations;

Presenting Risk and Benefit Information for Prescription Drugs and
Medical Devices – 34759 ( Jun 18)

Internet/Social Media Platforms; Correcting Independent Third-Party
Misinformation About Prescription Drugs and Medical
Devices – 34760 ( Jun 18)

Interpreting Sameness of Monoclonal Antibody Products under Orphan
Drug Regulations – 22693 ( Apr 23)

Investigational New Drug Applications for Minimally Manipulated,
Unrelated Allogeneic Placental/Umbilical Cord Blood, etc. – 12509
( Mar 5)

Kidney Health Initiative (R18) – 33201 ( Jun 10)
Labeling for Human Prescription Drug and Biological Products Approved

under the Accelerated Approval Regulatory Pathway – 16344 ( Mar 25)
Live Case Presentations During Investigational Device Exemption Clinical

Trials – 21776 ( Apr 17)
Manual of Analytical Methods – 20209 ( Apr 11)
Meaning of "Spouse" and "Family" in FDA Regulations after United States

v. Windsor – 18693 ( Apr 3)
Medical Device Data Systems, Medical Image Storage Devices, and Medical

Image Communication Devices – 36072 ( Jun 25)
Meetings with the Office of Orphan Products Development – 19623 ( Apr 9)
Methodology for Designation of Frontier and Remote Areas – 25599

( May 5)
Million Hearts Hypertension Control Challenge; Requirements and

Registration – 49321 ( Aug 20)
National Action Plan to Prevent Health Care-Associated Infections; Road

Map to Elimination – 10524 ( Feb 25)
National Institute for Occupational Safety and Health Center for Motor

Vehicle Safety; Strategic Plan for Research and Prevention
2014-2018 – 26763 ( May 9)

Neglected Tropical Diseases of the Developing World; Developing Drugs
for Treatment or Prevention – 38319 ( Jul 7)

New Chemical Entity Exclusivity Determinations for Certain Fixed-
Combination Drug Products; Availability – 10167 ( Feb 24)

Pediatric Uses of Medical Devices; Providing Information – 24731 ( May 1)
Pharmacy Compounding of Human Drug Products Under Section 503A of

the Federal Food, Drug, and Cosmetic Act – 37742 ( Jul 2)
Premarket Notification Submissions for Bipolar Electrosurgical Vessel

Sealers for General Surgery – 16009 ( Mar 24)
Premarket Notification Submissions for Electrosurgical Devices for

General Surgery – 16008 ( Mar 24)
Prevention of Surgical Site Infections – 19339 ( Apr 8)
Product Development under the Animal Rule – 31950 ( Jun 3)
Product-Specific Bioequivalence Recommendations – 18561 ( Apr 2)
Program Policies and Procedures for the Native Asset Building

Initiative – 13060 ( Mar 7)
Proper Labeling of Honey and Honey Products – 19620 ( Apr 9)
Proposed Policy; Premarket Notification Requirements for Modifications

to Legally Marketed Devices – 12695 ( Mar 6)
Providing Regulatory Submissions in Electronic Format-Certain Human

Pharmaceutical Product Applications, etc. – 43494 ( Jul 25)
Providing Regulatory Submissions in Electronic Format; Receipt Date;

Correction – 11449 ( Feb 28)
Providing Submissions in Electronic Format; Postmarketing Safety

Reports – 33200 ( Jun 10)
Providing Submissions in Electronic Format; Postmarketing Safety Reports

for Vaccines – 42022 ( Jul 18)
Public Availability of Advisory Committee Members' Financial Interest

Information and Waivers – 18032 ( Mar 31)
Questions and Answers About Electronic Medical Device Reporting;

Availability – 8977 ( Feb 14)
Rare Pediatric Disease Product – 14055 ( Mar 12)
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Recommendations for Screening, Testing, and Management of Blood
Donors and Blood and Blood Components Based on Screening Tests
for Syphilis – 51341 ( Aug 28)

Reducing Patient and Provider Barriers to Maternal
Immunizations – 16797 ( Mar 26)

Reference Product Exclusivity for Biological Products Filed Under Section
351(a) of the Public Health Service Act; Availability – 45448 ( Aug 5)

Report on Performance of Drug and Biologics Firms in Conducting
Postmarketing Requirements and Commitments – 9230 ( Feb 18)

Reporting Drug Sample Information Under Section 6004 of the Affordable
Care Act; Availability – 40109 ( Jul 11)

Requests for Feedback on Medical Device Submissions; Pre-Submission
Program and Meetings with FDA Staff – 9226 ( Feb 18)

Research Misconducts – 30846 ( May 29)
Rural Health Services Outreach Program – 47659 ( Aug 14)
Ryan White HIV/AIDS Program, AIDS Education and Training Centers,

Graduate Medical Education Grant under the Ryan White HIV/AIDS
Program – 38321 ( Jul 7)

Safety of Nanomaterials in Cosmetic Products – 36532 ( Jun 27)
Secretarial Review and Annual Report to Congress; Contracted Consensus-

Based Entity Regarding Performance Measurement – 41563 ( Jul 16)
Selections Process for Non-Voting Industry Representatives – 22148

( Apr 21)
Self-Monitoring Blood Glucose Test Systems for Over-the-Counter

Use – 19622 ( Apr 9)
Site Tours Program – 41698 ( Jul 17)
Small Entity Compliance Guide; Gluten-Free Labeling of Foods – 36322

( Jun 26)
Statements of Organization, Functions and Delegations of

Authority – 30629 ( May 28)
Stories of Basic Science to Medical Advances; Challenge Requirements and

Registration – 42803 ( Jul 23)
Substantial Equivalence Reports; Manufacturer Requests for Extensions or

to Change the Predicate Tobacco Product – 41292 ( Jul 15)
Surveying, Leveling, or Alignment Laser Products – 25597 ( May 5)
The 510(k) Program - Evaluating Substantial Equivalence in Premarket

Notifications – 43753 ( Jul 28)
Tobacco Workplace Policies – 48169 ( Aug 15)
Toxicological Profile Evaluations – 29446 ( May 22)
Training Program for Regulatory Project Managers; Information Available

to Industry – 9912 ( Feb 21)
Types of Communication During the Review of Medical Device

Submissions – 18918 ( Apr 4)
Uncomplicated Gonorrhea - Developing Drugs for Treatment – 35172

( Jun 19)
Upper Facial Lines: Developing Botulinum Toxin Drug Products;

Availability – 45812 ( Aug 6)
Use of Innovative Packaging, Storage, and/or Disposal Systems to Address

the Misuse and Abuse of Opioid Analgesics – 38541 ( Jul 8)
Use of Nanomaterials in Food for Animals – 36530 ( Jun 27)
Validation Rules for Standard for Exchange of Nonclinical Data Formatted

Studies – 28926 ( May 20)
VizRisk Prize Competition Challenge – 42322 ( Jul 21)

Health Careers Opportunity Program – 36076 ( Jun 25)
Health Center Program – 22505 ( Apr 22)
Hearings:

Louisiana Medicaid State Plan Amendments; Reconsideration of
Disapproval – 44036 ( Jul 29)

Low Income Home Energy Assistance Program:
Reallotment of FY 2013 Funds – 46268 ( Aug 7)
State Median Income Estimates – 42331 ( Jul 21)

Low Income Levels Used for Various Health Professions and Nursing
Programs – 22506 ( Apr 22)

Medicaid Programs:
Compliance of Florida State Plan Provisions; Payment for Outpatient

Hospital Services, etc.; Hearing – 11110 ( Feb 27)
Preliminary Disproportionate Share Hospital Allotments, etc. – 11436

( Feb 28)
Medical Devices:

Authorization of Emergency Use of an In Vitro Diagnostic Device for
Detection of Novel Influenza A Virus – 21768 ( Apr 17)

Humanitarian Use Devices – 33197 ( Jun 10)
Safety and Effectiveness Summaries for Premarket Approval

Applications – 14053, 14053 ( Mar 12)

User Fee Rates for Fiscal Year 2015 – 44178 ( Jul 30)
Wheelchair Elevator; Exemption from Premarket Notification – 34763

( Jun 18)
Medicare and Medicaid Programs:

Accreditation Commission for Health Care, Inc. Home Health Agency
Accreditation Program; Application for Approval – 49777 ( Aug 22)

Hospital Requesting Waiver for Organ Procurement Service Area – 26967,
26968 ( May 12)

Initial Approval of the Compliance Team's Rural Health Clinic Accreditation
Program – 42019 ( Jul 18)

Joint Commission Home Health Agency Accreditation Program – 14049
( Mar 12)

Quarterly Listing of Program Issuances – 22976 ( Apr 25); 43475 ( Jul 25)
Renewal of Deeming Authority of the Accreditation Association for

National Committee for Quality Assurance – 51170 ( Aug 27)
Rural Health Clinic Accreditation Program; Application from The

Compliance Team – 10162 ( Feb 24)
Waiver Application for Organ Procurement Service Area – 26431, 26432

( May 8)
Medicare Programs:

Accreditation Association for National Committee for Quality Assurance;
Deeming Authority Renewals – 16338 ( Mar 25)

American Association for Laboratory Accreditation as an Accreditation
Organization – 16342 ( Mar 25)

Bundle Payments for Care Improvement Models; Winter Open
Period – 8974 ( Feb 14)

Closure of Teaching Hospital and Opportunity to Apply for Available
Slots – 32300 ( Jun 4)

Comprehensive End-Stage Renal Disease Care Initiative – 21763 ( Apr 17)
Evaluation Criteria and Standards for Beneficiary and Family Centered

Care Quality Improvement Organization Contract – 43747 ( Jul 28)
Evaluation Criteria and Standards for Quality Improvement Networks

Quality Improvement Program Contracts – 46830 ( Aug 11)
Expanded Medicare Prior Authorization for Power Mobility Devices

Demonstration – 44038 ( Jul 29)
Healthcare Common Procedure Coding System Coding and Payment

Determinations; Revisions – 10163 ( Feb 24)
New Clinical Diagnostic Laboratory Test Codes; Clinical Laboratory Fee

Schedule; Public Meeting – 16340 ( Mar 25)
Prohibition on Expansion of Facility Capacity; Physician Self-Referral

Prohibition; Exception Request – 26969 ( May 12)
Request for Applications for the Medicare Care Choices Model – 15750

( Mar 21)
Meetings:

Allergy Laboratories, Inc.; Proposal to Revoke License – 24443 ( Apr 30)
Additive Manufacturing of Medical Devices - An Interactive Discussion on

the Technical Considerations of 3-D Printing – 28732 ( May 19)
Advancing Regulatory Science for High Throughput Sequencing Devices

for Microbial Identification, etc. – 13062 ( Mar 7)
Advancing the Development of Pediatric Therapeutics; Pediatric Bone

Health – 21473 ( Apr 16)
Advancing the Use of Biomarkers and Pharmacogenomics – 42518 ( Jul 22)
Adverse Outcome Pathways, from Research to Regulation

Workshop – 36079 ( Jun 25)
Advisory Board for Clinical Research; Charter Renewal – 36078 ( Jun 25)
Advisory Board on Radiation and Worker Health – 19340 ( Apr 8)
Advisory Board on Radiation and Worker Health, National Institute for

Occupational Safety and Health – 10811 ( Feb 26); 37741 ( Jul 2); 49320
( Aug 20)

Advisory Commission on Childhood Vaccines – 9235 ( Feb 18); 29197
( May 21); 47657 ( Aug 14)

Advisory Committee for Women's Services – 13069 ( Mar 7); 44816 ( Aug 1)
Advisory Committee on Breast Cancer in Young Women – 10811 ( Feb 26);

41289 ( Jul 15); 47641 ( Aug 14)
Advisory Committee on Breast Cancer in Young Women; Charter

Renewal – 35546 ( Jun 23)
Advisory Committee on HIV, Viral Hepatitis and STD Prevention and

Treatment – 27310 ( May 13)
Advisory Committee on HIV, Viral Hepatitis, and Sexually Transmitted

Disease (STD) Prevention and Treatment – 47658 ( Aug 14)
Advisory Committee on Immunization Practices – 32961 ( Jun 9); 42330

( Jul 21)
Advisory Committee on Immunization Practices; Charter Renewal – 19338

( Apr 8)
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Advisory Committee on Infant Mortality – 33572 ( Jun 11)
Advisory Committee on Interdisciplinary, Community-Based

Linkages – 36077 ( Jun 25)
Advisory Committee on Minority Health – 34531 ( Jun 17); 38032 ( Jul 3)
Advisory Committee on Organ Transplantation – 22507 ( Apr 22); 26768

( May 9)
Advisory Committee on Research on Women's Health – 49333 ( Aug 20)
Advisory Committee on Training in Primary Care Medicine and

Dentistry – 42520 ( Jul 22); 51577 ( Aug 29)
Advisory Committee to the Director – 19340 ( Apr 8); 28529 ( May 16); 30150

( May 27); 49094 ( Aug 19)
Advisory Committee to the Director, Centers for Disease Control and

Prevention, Health Disparities Subcommittee – 44035 ( Jul 29)
Advisory Committee to the Director, Centers for Disease Control and

Prevention; State, Tribal, Local and Territorial Subcommittee – 10160
( Feb 24)

Advisory Committee to the Director, National Institutes of Health – 46843
( Aug 11)

Advisory Committees; Charter Renewals – 50658 ( Aug 25)
Advisory Committees; Filing of Closed Meeting Reports – 10814 ( Feb 26)
Advisory Council for the Elimination of Tuberculosis – 28521 ( May 16)
Advisory Council on Alzheimer's Research, Care, and Services – 19333

( Apr 8); 36063 ( Jun 25)
Advisory Council on Blood Stem Cell Transplantation – 27317 ( May 13);

47658 ( Aug 14)
Advisory Group on Prevention, Health Promotion, and Integrative and

Public Health – 19615 ( Apr 9)
Advisory Panel on Hospital Outpatient Payment – 26763 ( May 9)
Advisory Panel on Hospital Outpatient Payment; Medicare Program;

Membership Appointments – 22991 ( Apr 25)
Advisory Panel on Outreach and Education – 10166 ( Feb 24)
Advisory Panel on Outreach and Education; Health Insurance Marketplace,

Medicare, Medicaid, and Children's Health Insurance
Programs – 25133 ( May 2); 28524 ( May 16); 49323 ( Aug 20)

Agency for Healthcare Research and Quality Subcommittees – 26966
( May 12)

Agency Information Collection Activities; Proposals, Submissions, and
Approvals – 32959 ( Jun 9)

Anesthetic and Analgesic Drug Products Advisory Committee – 16010
( Mar 24); 27314 ( May 13)

Assessing Exposures and Health Effects Related to Indoor Biomass Fuel
Burning; Symposium – 35174 ( Jun 19)

Blood Products Advisory Committee – 9909 ( Feb 21); 36323 ( Jun 26)
Board of Scientific Counselors, National Center for Environmental Health/

Agency for Toxic Substances and Disease Registry – 23979 ( Apr 29);
42329 ( Jul 21)

Board of Scientific Counselors, National Center for Health
Statistics – 20209 ( Apr 11)

Board of Scientific Counselors, National Center for Injury Prevention and
Control – 28517 ( May 16); 40104 ( Jul 11); 42330 ( Jul 21)

Board of Scientific Counselors, National Institute for Occupational Safety
and Health – 46267 ( Aug 7)

Board of Scientific Counselors, Office of Infectious Diseases – 8970
( Feb 14); 44035 ( Jul 29)

Board of Scientific Counselors, Office of Public Health Preparedness and
Response – 13655 ( Mar 11); 16336 ( Mar 25)

Bone, Reproductive and Urologic Drugs Advisory Committee and Drug
Safety and Risk Management Advisory Committee – 40761 ( Jul 14)

Bone, Reproductive and Urologic Drugs and Drug Safety and Risk
Management Advisory Committees – 42338 ( Jul 21)

Brain-Computer Interface Devices for Patients with Paralysis and
Amputation; Public Workshop – 49091 ( Aug 19)

Cardiovascular and Renal Drugs Advisory Committee – 13064 ( Mar 7);
41584 ( Jul 16); 43755 ( Jul 28)

CDC/HRSA Advisory Committee on HIV, Viral Hepatitis, and Sexually
Transmitted Disease Prevention and Treatment – 50919 ( Aug 26)

Cellular, Tissue and Gene Therapies Advisory Committee – 44184 ( Jul 30);
50660 ( Aug 25)

Center for Devices and Radiological Health Guidance Development and
Prioritization; Public Workshop – 25875 ( May 6)

Center for Mental Health Services – 47660 ( Aug 14)
Center for Mental Health Services National Advisory Council – 13070

( Mar 7); 34333, 34333, 34334 ( Jun 16); 35365, 35365, 35365 ( Jun 20)

Center for Scientific Review – 8978, 8980, 8981 ( Feb 14); 9243 ( Feb 18); 9913
( Feb 21); 10539, 10541, 10542, 10543, 10545, 10545, 10546 ( Feb 25);
10818 ( Feb 26); 11449, 11451, 11451, 11453, 11454 ( Feb 28); 11804
( Mar 3); 12204, 12205 ( Mar 4); 12516 ( Mar 5); 12698 ( Mar 6); 13659,
13659, 13663 ( Mar 11); 14061, 14062 ( Mar 12); 14260 ( Mar 13); 14522,
14522 ( Mar 14); 15133, 15134, 15135 ( Mar 18); 15352, 15353 ( Mar 19);
15597 ( Mar 20); 16351 ( Mar 25); 17170, 17170 ( Mar 27); 17552, 17553
( Mar 28); 18042 ( Mar 31); 18570 ( Apr 2); 19103 ( Apr 7); 19638 ( Apr 9);
21476, 21476, 21476 ( Apr 16); 22509 ( Apr 22); 22694 ( Apr 23); 22822
( Apr 24); 22999 ( Apr 25); 23989, 23990 ( Apr 29); 25135, 25135 ( May 2);
25879, 25880 ( May 6); 26261 ( May 7); 26440 ( May 8); 26977, 26977
( May 12); 27319, 27320 ( May 13); 27883, 27884 ( May 15); 28526
( May 16); 28741, 28742 ( May 19); 28934 ( May 20); 29199 ( May 21);
29447 ( May 22); 29786 ( May 23); 30151, 30153 ( May 27); 30631
( May 28); 30857, 30860 ( May 29); 31956, 31956 ( Jun 3); 32304, 32305
( Jun 4); 32560 ( Jun 5); 32745 ( Jun 6); 32966, 32968 ( Jun 9); 33206
( Jun 10); 33766, 33770 ( Jun 12); 34326, 34327, 34330, 34332 ( Jun 16);
34544 ( Jun 17); 35173, 35174, 35175 ( Jun 19); 35364, 35365 ( Jun 20);
35560, 35560 ( Jun 23); 35758, 35759 ( Jun 24); 36326 ( Jun 26); 36541,
36541 ( Jun 27); 37333 ( Jul 1); 37756, 37756 ( Jul 2); 38049 ( Jul 3); 38322,
38322, 38323 ( Jul 7); 38543 ( Jul 8); 38923 ( Jul 9); 41296, 41297, 41297,
41299 ( Jul 15); 41702, 41703, 41703 ( Jul 17); 42025, 42025 ( Jul 18);
42522, 42522, 42522 ( Jul 22); 42802 ( Jul 23); 43058 ( Jul 24); 43756,
43758 ( Jul 28); 44812, 44813, 44813 ( Aug 1); 45450 ( Aug 5); 46844,
46846 ( Aug 11); 47150, 47151 ( Aug 12); 49524 ( Aug 21); 49786, 49787
( Aug 22); 50924 ( Aug 26); 51579, 51580 ( Aug 29)

Center for Scientific Review; Amendments – 48750 ( Aug 18)
Center for Substance Abuse Prevention – 13068 ( Mar 7); 38050 ( Jul 3);

44056 ( Jul 29); 48752 ( Aug 18)
Center for Substance Abuse Prevention Drug Testing Advisory

Board – 11114 ( Feb 27); 28937 ( May 20)
Center for Substance Abuse Treatment National Advisory Council – 13068

( Mar 7); 33770 ( Jun 12); 35562 ( Jun 23); 38051 ( Jul 3); 40769 ( Jul 14);
49094 ( Aug 19)

Characterizing and Communicating Uncertainty in the Assessment of
Benefits and Risks in Drug Regulatory Decision-Making – 21475
( Apr 16)

Chronic Fatigue Syndrome Advisory Committee – 8719 ( Feb 13); 30845
( May 29)

Circulatory System Devices Panel of the Medical Devices Advisory
Committee – 50916 ( Aug 26)

Circulatory System Devices Panel, Medical Devices Advisory
Committee – 20888 ( Apr 14); 28927 ( May 20)

Clinical Center – 10541 ( Feb 25); 49789 ( Aug 22)
Clinical Development of Drugs for Prevention of Infections Caused by

Staphylococcus aureus in Health Care Setting; Workshop – 47654
( Aug 14)

Clinical Investigator Training Course – 43496 ( Jul 25)
Clinical Laboratory Improvement Advisory Committee; Charter

Renewal – 12695 ( Mar 6)
Collaborative Workshop on Aquatic Models and 21st Century Toxicology;

Registration – 20217 ( Apr 11)
Community Preventive Services Task Force – 26430 ( May 8)
Compliance with the Import Permit Program; Public Webcast – 47467

( Aug 13)
Council on Graduate Medical Education – 51577 ( Aug 29)
Dermatologic and Ophthalmic Drugs Advisory Committee – 40762 ( Jul 14)
Diabetes Mellitus Interagency Coordinating Committee – 9747 ( Feb 20);

51565 ( Aug 29)
Dietary Guidelines Advisory Committee – 29770 ( May 23); 49515 ( Aug 21)
Discretionary Advisory Committee on Heritable Disorders in Newborns

and Children – 20216 ( Apr 11); 46444 ( Aug 8)
Disease, Disability, and Injury Prevention and Control Special Emphasis

Panel – 14048 ( Mar 12); 15349, 15349, 15350 ( Mar 19); 16335, 16335,
16335 ( Mar 25); 19339, 19340 ( Apr 8); 20887 ( Apr 14); 21759, 21759,
21759 ( Apr 17); 22686, 22686, 22686, 22687 ( Apr 23); 22975 ( Apr 25);
23979, 23979 ( Apr 29); 25595, 25596 ( May 5); 28517, 28518, 28518,
28518, 28519, 28519, 28519, 28519, 28520, 28520, 28520, 28521, 28521,
28521 ( May 16); 29771, 29773, 29773, 29774 ( May 23); 32737, 32738,
32738 ( Jun 6); 32961, 32961 ( Jun 9); 33754, 33755 ( Jun 12); 34312
( Jun 16); 36317, 36317, 36318 ( Jun 26); 41289 ( Jul 15); 44035 ( Jul 29)

Dose Reconstruction Reviews Subcommittee, Radiation and Worker
Health Advisory Board, National Institute for Occupational Safety and
Health – 33754 ( Jun 12)
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Draft National Toxicology Program Technical Reports – 15135 ( Mar 18)
Draft Report on Carcinogens Monograph on Trichloroethylene; Availability

of Documents – 33203 ( Jun 10)
Endocrinologic and Metabolic Drugs Advisory Committee – 9911 ( Feb 21);

42519 ( Jul 22); 45198 ( Aug 4)
Enrollment and Retention of Participants in NIH-Funded Clinical

Trials – 25603 ( May 5); 38049 ( Jul 3)
Eunice Kennedy Shriver National Institute of Child Health and Human

Development – 9246 ( Feb 18); 9475 ( Feb 19); 10540, 10542 ( Feb 25);
14259, 14260, 14260 ( Mar 13); 15596 ( Mar 20); 16804 ( Mar 26); 17169,
17171 ( Mar 27); 20896 ( Apr 14); 22149, 22150 ( Apr 21); 23990 ( Apr 29);
25877 ( May 6); 28739 ( May 19); 34329, 34332 ( Jun 16); 34542 ( Jun 17);
37334, 37334, 37335 ( Jul 1); 41702 ( Jul 17); 43758 ( Jul 28); 45205
( Aug 4); 47469 ( Aug 13); 49789 ( Aug 22)

FDA and Global Engagement: Progress on the Pathway to Global Product
Safety – 18033 ( Mar 31)

FDA/Xavier University PharmaLink Conference; Leadership in a Global
Supply Chain – 9229 ( Feb 18)

Fibromyalgia, Patient-Focused Drug Development; Rescheduling – 9468
( Feb 19)

Fogarty International Center – 22148 ( Apr 21); 45205 ( Aug 4)
Food Advisory Committee – 41697 ( Jul 17); 49091 ( Aug 19)
Food and Drug Administration/Xavier University Global Medical Device

Conference – 10815 ( Feb 26)
Gastroenterology and Urology Devices Panel of the Medical Devices

Advisory Committee – 8722 ( Feb 13); 22147 ( Apr 21); 33760 ( Jun 12);
45814 ( Aug 6)

General and Plastic Surgery Devices Panel of the Medical Devices Advisory
Committee – 36324 ( Jun 26)

Health Disparities Subcommittee – 16799 ( Mar 26)
Healthcare Infection Control Practices Advisory Committee – 16334

( Mar 25); 35546 ( Jun 23); 49320 ( Aug 20)
Hemostatic Medical Devices for Trauma Use; Public Workshop – 27875

( May 15)
ICD-10 Coordination and Maintenance Committee – 50654 ( Aug 25)
Immune Responses to Enzyme Replacement Therapies, Role of Immune

Tolerance Induction; Workshop – 27313 ( May 13)
Interagency Committee on Smoking and Health – 22686 ( Apr 23)
Interagency Coordinating Committee on the Validation of Alternative

Methods – 25136 ( May 2)
Interagency Task Force on Antimicrobial Resistance – 41695 ( Jul 17)
Interagency Task Force on Antimicrobial Resistance; Cancellation – 51170

( Aug 27)
Kidney Interagency Coordinating Committee – 43757 ( Jul 28)
May Advisory Council on Drug Abuse – 22823 ( Apr 24)
Medical Countermeasures Initiative Regulatory Science Symposium – 9230

( Feb 18)
Medical Devices Dispute Resolution Panel, Medical Devices Advisory

Committee – 27623 ( May 14)
Medical Devices; The Case for Quality – 9469 ( Feb 19)
Medicare Evidence Development and Coverage Advisory

Committee – 9906 ( Feb 21)
Methodological Considerations in Evaluation of Cancer as an Adverse

Outcome Associated With Use of Non-Oncological Drugs, etc. – 34315
( Jun 16)

Methods for Thrombogenicity Testing; Public Workshop – 14054 ( Mar 12)
Mine Safety and Health Research Advisory Committee, National Institute

for Occupational Safety and Health – 16336 ( Mar 25)
National Advisory Committee on Children and Disasters – 39396 ( Jul 10)
National Advisory Committee on Rural Health and Human

Services – 15132 ( Mar 18); 46445 ( Aug 8)
National Advisory Council for Complementary and Alternative

Medicine – 19919 ( Apr 10)
National Advisory Council for Healthcare Research and Quality – 14044

( Mar 12); 34537 ( Jun 17); 42515 ( Jul 22)
National Advisory Council on Migrant Health – 14714 ( Mar 17); 50919

( Aug 26)
National Advisory Council on Nurse Education and Practice – 13064

( Mar 7)
National Advisory Council on the National Health Service Corps – 20890

( Apr 14)
National Antimicrobial Resistance Monitoring System – 40113 ( Jul 11)
National Arthritis and Musculoskeletal and Skin Diseases – 47470 ( Aug 13)
National Biodefense Science Board – 18029 ( Mar 31); 20885 ( Apr 14)

National Cancer Institute – 9246, 9247, 9248, 9248 ( Feb 18); 11453 ( Feb 28);
14060 ( Mar 12); 16352 ( Mar 25); 18301 ( Apr 1); 20217 ( Apr 11); 21938
( Apr 18); 22510 ( Apr 22); 23991 ( Apr 29); 26259, 26263 ( May 7); 26441
( May 8); 29447 ( May 22); 29786 ( May 23); 30859 ( May 29); 32558
( Jun 5); 32744 ( Jun 6); 32966, 32967, 32969 ( Jun 9); 33768, 33769
( Jun 12); 35363 ( Jun 20); 36540 ( Jun 27); 41701 ( Jul 17); 42023 ( Jul 18);
42803 ( Jul 23); 44186 ( Jul 30); 46845, 46846 ( Aug 11); 47148, 47149,
47150 ( Aug 12); 47469 ( Aug 13); 48751 ( Aug 18); 49093 ( Aug 19); 49787,
49788 ( Aug 22); 51185 ( Aug 27); 51580, 51580 ( Aug 29)

National Cancer Institute; Amended – 49787 ( Aug 22)
National Cancer Institute; Amendments – 10174 ( Feb 24); 32559 ( Jun 5);

32744 ( Jun 6)
National Cancer Institute; Cancellations – 30630 ( May 28); 48751 ( Aug 18)
National Cancer Institute; Charter Renewal – 36078 ( Jun 25)
National Center for Advancing Translational Sciences – 9245 ( Feb 18);

18040 ( Mar 31); 19346 ( Apr 8); 23992 ( Apr 29); 26260 ( May 7); 26439
( May 8); 35561 ( Jun 23); 47149 ( Aug 12)

National Center for Complementary and Alternative Medicine – 10540
( Feb 25); 13660 ( Mar 11); 29199 ( May 21); 31957 ( Jun 3); 48750 ( Aug 18)

National Center for Complementary and Alternative Medicine Proposed
Name Change – 30155 ( May 27)

National Center for Health Statistics, Classifications and Public Health Data
Standards; ICD-10 Coordination and Maintenance Committee – 8971
( Feb 14)

National Committee on Vital and Health Statistics – 29770 ( May 23); 50913
( Aug 26)

National Committee on Vital and Health Statistics Standards
Subcommittee – 29769 ( May 23)

National Committee on Vital and Health Statistics Teleconference – 24728
( May 1)

National Deafness and Other Communication Disorders – 14523 ( Mar 14)
National Eye Institute – 14059 ( Mar 12); 17553 ( Mar 28); 18300 ( Apr 1);

26262 ( May 7); 33766 ( Jun 12); 34542 ( Jun 17); 36326 ( Jun 26)
National Heart, Lung, and Blood Institute – 10544 ( Feb 25); 11451 ( Feb 28);

13661 ( Mar 11); 14259 ( Mar 13); 15134, 15135 ( Mar 18); 19104 ( Apr 7);
19919 ( Apr 10); 22149 ( Apr 21); 23992 ( Apr 29); 26443 ( May 8); 27626
( May 14); 29197 ( May 21); 30149 ( May 27); 34325, 34326 ( Jun 16); 35176
( Jun 19); 38050 ( Jul 3); 41702 ( Jul 17); 42024 ( Jul 18); 44185 ( Jul 30);
45205 ( Aug 4); 49523 ( Aug 21); 49787, 49788 ( Aug 22)

National Human Genome Research – 44187 ( Jul 30)
National Human Genome Research Institute – 8980 ( Feb 14); 9244 ( Feb 18);

11802 ( Mar 3); 22510 ( Apr 22); 27321 ( May 13); 31341 ( Jun 2); 34543
( Jun 17); 44186 ( Jul 30)

National Institute for Occupational Safety and Health – 38032 ( Jul 3)
National Institute for Occupational Safety and Health, Advisory Board on

Radiation and Worker Health – 29772 ( May 23)
National Institute for Occupational Safety and Health, Board of Scientific

Counselors – 29773 ( May 23)
National Institute of Allergy and Infectious Diseases – 8725 ( Feb 13); 9247

( Feb 18); 10817 ( Feb 26); 11449 ( Feb 28); 12205 ( Mar 4); 13662
( Mar 11); 14059 ( Mar 12); 14520 ( Mar 14); 15354 ( Mar 19); 15596
( Mar 20); 18301 ( Apr 1); 19104 ( Apr 7); 21252 ( Apr 15); 21778, 21780
( Apr 17); 22999 ( Apr 25); 23991 ( Apr 29); 25603 ( May 5); 26443 ( May 8);
28932, 28932 ( May 20); 30149, 30152 ( May 27); 33205, 33205 ( Jun 10);
33767 ( Jun 12); 34324 ( Jun 16); 35558, 35558 ( Jun 23); 42339 ( Jul 21);
45202, 45204 ( Aug 4); 47148 ( Aug 12); 48173 ( Aug 15); 49093 ( Aug 19);
50924, 50925 ( Aug 26)

National Institute of Allergy and Infectious Diseases Special Emphasis
Panel – 21253 ( Apr 15)

National Institute of Allergy and Infectious Diseases; Cancellations – 50680
( Aug 25)

National Institute of Arthritis and Musculoskeletal and Skin
Diseases – 9246 ( Feb 18); 11802 ( Mar 3); 14060 ( Mar 12); 16352
( Mar 25); 23991 ( Apr 29); 26443 ( May 8); 28744 ( May 19); 31341 ( Jun 2);
33205 ( Jun 10); 33769 ( Jun 12); 34324 ( Jun 16); 35758 ( Jun 24); 38544
( Jul 8)

National Institute of Biomedical Imaging and Bioengineering – 10541
( Feb 25); 15353 ( Mar 19); 18041 ( Mar 31); 18302 ( Apr 1); 21779 ( Apr 17);
22694 ( Apr 23); 22822 ( Apr 24); 35759 ( Jun 24); 41297 ( Jul 15); 42521
( Jul 22); 46844 ( Aug 11); 48173 ( Aug 15)

National Institute of Dental and Craniofacial Research – 8982 ( Feb 14);
12699 ( Mar 6); 22509 ( Apr 22); 22695, 22695 ( Apr 23); 28528 ( May 16);
31340 ( Jun 2); 50924 ( Aug 26)
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National Institute of Diabetes and Digestive and Kidney Diseases – 8979,
8981 ( Feb 14); 10173 ( Feb 24); 10539 ( Feb 25); 11803 ( Mar 3); 12697,
12697, 12699 ( Mar 6); 13660 ( Mar 11); 14521, 14523 ( Mar 14); 15354
( Mar 19); 16351 ( Mar 25); 18041 ( Mar 31); 19103, 19105 ( Apr 7); 19346
( Apr 8); 19637 ( Apr 9); 21779, 21779 ( Apr 17); 25878, 25878 ( May 6);
28527, 28529 ( May 16); 30152, 30153, 30153 ( May 27); 31341 ( Jun 2);
32304 ( Jun 4); 33206 ( Jun 10); 33769 ( Jun 12); 34325, 34331 ( Jun 16);
35561 ( Jun 23); 35758 ( Jun 24); 37755 ( Jul 2); 38543 ( Jul 8); 41298
( Jul 15); 43757, 43758 ( Jul 28); 45202, 45203, 45204 ( Aug 4); 46844
( Aug 11); 47153 ( Aug 12); 48172 ( Aug 15); 50680 ( Aug 25)

National Institute of Environmental Health Sciences – 9247 ( Feb 18); 9474
( Feb 19); 10542 ( Feb 25); 11450 ( Feb 28); 14063 ( Mar 12); 14521
( Mar 14); 18040 ( Mar 31); 21780 ( Apr 17); 22509 ( Apr 22); 26444
( May 8); 27626 ( May 14); 30152 ( May 27); 32967 ( Jun 9); 33205 ( Jun 10);
34324 ( Jun 16); 36540 ( Jun 27); 40122 ( Jul 11); 42802 ( Jul 23); 45203
( Aug 4); 48752 ( Aug 18)

National Institute of General Medical Sciences – 8725, 8725 ( Feb 13);
10173, 10174 ( Feb 24); 11801, 11803 ( Mar 3); 12515, 12516, 12517
( Mar 5); 13662 ( Mar 11); 14059 ( Mar 12); 17554 ( Mar 28); 19637 ( Apr 9);
21252 ( Apr 15); 28933 ( May 20); 30631 ( May 28); 33768 ( Jun 12); 34328,
34329, 34329, 34330 ( Jun 16); 36325, 36326 ( Jun 26); 40122, 40123,
40123 ( Jul 11); 47151 ( Aug 12)

National Institute of Mental Health – 9245 ( Feb 18); 10173 ( Feb 24); 13659,
13663 ( Mar 11); 14062 ( Mar 12); 14524 ( Mar 14); 15353 ( Mar 19); 16353
( Mar 25); 16803 ( Mar 26); 20894 ( Apr 14); 21939 ( Apr 18); 22508
( Apr 22); 24738, 24738 ( May 1); 26442 ( May 8); 27321 ( May 13); 30150
( May 27); 30860 ( May 29); 32559 ( Jun 5); 32970 ( Jun 9); 34325 ( Jun 16);
37335 ( Jul 1); 38544 ( Jul 8); 41701 ( Jul 17); 44812 ( Aug 1); 45204 ( Aug 4);
47148 ( Aug 12); 49093 ( Aug 19)

National Institute of Neurological Disorders and Stroke – 10539, 10546
( Feb 25); 13661 ( Mar 11); 14520 ( Mar 14); 18042 ( Mar 31); 19103
( Apr 7); 19638 ( Apr 9); 21940 ( Apr 18); 25880 ( May 6); 28933 ( May 20);
35559 ( Jun 23); 41298 ( Jul 15); 43756 ( Jul 28); 44812 ( Aug 1); 46274
( Aug 7); 46846, 46847 ( Aug 11)

National Institute of Nursing Research – 11802 ( Mar 3); 22149 ( Apr 21);
25881 ( May 6); 26262 ( May 7); 30151 ( May 27); 48751 ( Aug 18)

National Institute on Aging – 8980 ( Feb 14); 9245 ( Feb 18); 9473 ( Feb 19);
10172 ( Feb 24); 10544 ( Feb 25); 10817 ( Feb 26); 11450 ( Feb 28); 13065
( Mar 7); 13663 ( Mar 11); 14059 ( Mar 12); 16353 ( Mar 25); 16804
( Mar 26); 19102 ( Apr 7); 20218 ( Apr 11); 22823 ( Apr 24); 26260, 26262,
26264, 26264 ( May 7); 26442 ( May 8); 27321 ( May 13); 27627 ( May 14);
28739, 28739 ( May 19); 28936 ( May 20); 30630, 30631 ( May 28); 30857
( May 29); 33767 ( Jun 12); 34327 ( Jun 16); 35364 ( Jun 20); 35559 ( Jun 23);
38322 ( Jul 7); 41299 ( Jul 15); 42523 ( Jul 22); 44186, 44187 ( Jul 30);
45450, 45450 ( Aug 5); 47150, 47152 ( Aug 12); 49786, 49787, 49788,
49789 ( Aug 22); 51185, 51186 ( Aug 27); 51578, 51581 ( Aug 29)

National Institute on Alcohol Abuse and Alcoholism – 9473, 9473, 9474
( Feb 19); 11801 ( Mar 3); 13660, 13662 ( Mar 11); 14522 ( Mar 14); 16353
( Mar 25); 16803 ( Mar 26); 26260 ( May 7); 29198 ( May 21); 30861
( May 29); 34332 ( Jun 16); 42024 ( Jul 18); 46845 ( Aug 11); 49093 ( Aug 19)

National Institute on Deafness and Other Communication
Disorders – 42802 ( Jul 23); 49785 ( Aug 22); 51581 ( Aug 29)

National Institute on Deafness and other Communication
Disorders – 9247 ( Feb 18); 12515 ( Mar 5); 27321 ( May 13); 31957 ( Jun 3)

National Institute on Drug Abuse – 11449, 11450 ( Feb 28); 12698 ( Mar 6);
20894, 20895, 20895 ( Apr 14); 23990, 23992 ( Apr 29); 26260, 26260
( May 7); 30150, 30151 ( May 27); 31958 ( Jun 3); 35558, 35561 ( Jun 23);
43757 ( Jul 28); 48750 ( Aug 18); 49524, 49524 ( Aug 21)

National Institute on Drug Abuse Notice – 28528 ( May 16)
National Institute on Minority Health and Health Disparities – 9474

( Feb 19); 11450 ( Feb 28); 15352 ( Mar 19); 17170 ( Mar 27); 28933
( May 20); 30153 ( May 27); 45202 ( Aug 4); 47152 ( Aug 12)

National Library of Medicine – 11802, 11803 ( Mar 3); 12697 ( Mar 6); 16803
( Mar 26); 21252 ( Apr 15); 32966, 32968, 32968, 32969, 32970, 32970
( Jun 9); 37333 ( Jul 1); 38049 ( Jul 3); 41702 ( Jul 17); 49785 ( Aug 22)

National Preparedness and Response Science Board (Previously Known as
the National Biodefense Science Board) – 34532 ( Jun 17)

National Preparedness and Response Science Board; Charter
Amendments – 25131 ( May 2)

National Preparedness and Response Science Board; Charter
Renewal – 35755 ( Jun 24)

National Science Advisory Board for Biosecurity; Charter Renewal – 21778
( Apr 17)

National Toxicology Program Board of Scientific Counselors – 13065
( Mar 7); 27319 ( May 13)

National Vaccine Advisory Committee – 29769 ( May 23); 47141 ( Aug 12)
Native Americans Administration; Tribal Consultation – 21764 ( Apr 17)
Neurological Devices Panel of the Medical Devices Advisory

Committee – 17155 ( Mar 27)
Next-Generation Sequencing Technology, Data Formats Standardization

and Promotion of Interoperability Protocols – 22147 ( Apr 21)
Nonprescription Drugs Advisory Committee – 20215 ( Apr 11); 44041, 44042

( Jul 29)
Obstetrics and Gynecology Devices Panel of the Medical Devices Advisory

Committee – 32964 ( Jun 9)
Office for State, Tribal, Local and Territorial Support – 29772 ( May 23)
Office of Health Assessment and Translation – 36078 ( Jun 25)
Office of the Director – 9243 ( Feb 18); 11804 ( Mar 3); 14520, 14521

( Mar 14); 21477 ( Apr 16); 27322 ( May 13); 31958 ( Jun 3)
Office of the Director, Advisory Committee on Research on Women's

Health – 12516 ( Mar 5)
Office of the Director, National Institutes of Health – 33767 ( Jun 12); 42521

( Jul 22)
Oncologic Drugs Advisory Committee – 22146 ( Apr 21)
Ophthalmic Devices Panel of the Medical Devices Advisory

Committee – 11796 ( Mar 3); 20889 ( Apr 14); 26973 ( May 12)
Opportunity to Co-Sponsor an AHRQ Research Conference – 18912 ( Apr 4)
Over-the-Counter Drug Monograph System; Past, Present, and

Future – 10168 ( Feb 24); 37332 ( Jul 1)
OXIPLEX/SP Gel; FzioMed, Inc.; Review of Premarket Approval

Denial – 33203 ( Jun 10)
Partnerships to Advance the National Occupational Research

Agenda – 16798 ( Mar 26)
Pathways to Prevention Workshop; The Role of Opioids in the Treatment

of Chronic Pain – 49332 ( Aug 20)
Patient Network; Under the Microscope; Pediatric Drug

Development – 41583 ( Jul 16)
Patient-Focused Drug Development for Hemophilia A, Hemophilia B, von

Willebrand Disease, and Other Heritable Bleeding Disorders – 38909
( Jul 9)

Patient-Focused Drug Development for Idiopathic Pulmonary
Fibrosis – 38539 ( Jul 8)

Patient-Focused Drug Development for Neurologic Manifestations of
Inborn Errors of Metabolism – 22994 ( Apr 25)

Pediatric Advisory Committee – 18034 ( Mar 31); 38320 ( Jul 7)
Pediatric Clinical Investigator Training Workshop – 23982 ( Apr 29)
Pilot Program for Medical Device Development Tools Qualification – 48170

( Aug 15)
Postmarketing Requirements for the Class-Wide Extended-Release/Long-

Acting Opioid Analgesics – 22499 ( Apr 22)
Preparation for International Cooperation on Cosmetics

Regulation – 22993 ( Apr 25)
President's Committee for People with Intellectual Disabilities – 47468

( Aug 13)
President's Council on Fitness, Sports, and Nutrition – 39396 ( Jul 10)
Presidential Advisory Council on HIV/AIDS – 42795 ( Jul 23)
Presidential Commission for the Study of Bioethical Issues – 26963

( May 12); 43473 ( Jul 25)
Proteomics in the Clinic – 26974 ( May 12)
Psychopharmacologic Drugs Advisory Committee and the Drug Safety and

Risk Management Advisory Committee – 22995 ( Apr 25)
Pulmonary-Allergy Drugs Advisory Committee – 36324 ( Jun 26)
Recombinant DNA Advisory Committee – 28740 ( May 19); 48749 ( Aug 18)
Revamping Microbiological Test Methods for Contact Lenses Products;

Workshop – 49783 ( Aug 22)
Risk Communications Advisory Committee – 11797 ( Mar 3); 51343 ( Aug 28)
Risk-Based Framework for Food and Drug Administration Safety and

Innovation Act Health Information Technology; Public
Workshop – 21473 ( Apr 16)

Safety and Occupational Health Study Section – 32738 ( Jun 6)
Safety and Occupational Health Study Section; Charter Renewal – 39403

( Jul 10)
SAMHSA; National Advisory Council – 13068, 13069 ( Mar 7); 44815, 44815

( Aug 1)
Science Board to the Food and Drug Administration – 26258 ( May 7)
Scientific Advisory Committee on Alternative Toxicological

Methods – 40764 ( Jul 14)
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Scientific Management Review Board – 21939 ( Apr 18)
Secretary's Advisory Committee on Human Research Protections – 10523

( Feb 25); 38031 ( Jul 3)
Senior Executive Service Performance Review Board Members – 42523

( Jul 22)
Society of Clinical Research Associates; Public Workshop – 9471 ( Feb 19)
Software Developers; Common Formats for Patient Safety Data Collection

and Event Reporting – 19335 ( Apr 8)
Special Emphasis Panel – 22685 ( Apr 23); 25866 ( May 6)
Stakeholder Listening Session in Preparation for the 67th World Health

Assembly – 21759 ( Apr 17)
Standards for Interoperable Exchange of Information for Tracing of

Human, Finished, Prescription Drugs, in Paper or Electronic Format;
Workshop – 18562 ( Apr 2)

Study Approaches and Methods to Evaluate Safety of Drugs and Biological
Products During Pregnancy in Post-Approval Setting – 9469 ( Feb 19)

Subcommittee for Dose Reconstruction Reviews, Advisory Board on
Radiation and Worker Health – 13655 ( Mar 11)

Subcommittee for Dose Reconstruction Reviews, Advisory Board on
Radiation and Worker Health; Cancellations – 10812 ( Feb 26)

Subcommittee on Procedures Review, Advisory Board on Radiation and
Worker Health – 16334 ( Mar 25)

Subcommittee on Procedures Review, Advisory Board on Radiation and
Worker Health, National Institute for Occupational Safety and
Health – 46268 ( Aug 7)

Texas Medicaid State Plan Amendment and Texas Children's Health
Insurance Program; Reconsideration of Disapproval – 38034 ( Jul 3)

The Development of New Antibacterial Products; Charting a Course for
the Future – 37334 ( Jul 1)

Tobacco Products Scientific Advisory Committee – 9910 ( Feb 21)
Tribal Consultation – 9743 ( Feb 20)
U.S. Preventive Services Task Force; Nominations – 14044 ( Mar 12)
Vessel Sanitation Program – 28926 ( May 20)
Voting and/or Nonvoting Consumer Representatives on Public Advisory

Committees or Panel, etc. – 49328 ( Aug 20)
Voting and/or Nonvoting Consumer Representatives on Public Advisory

Committees or Panels; Nominations – 16010 ( Mar 24)
Modified Risk Tobacco Product Applications:

Swedish Match North America Inc. – 51183 ( Aug 27)
National Environmental Policy Act:

Canned Ackee, Frozen Ackee, and Other Ackee Products - Hypoglycin A
Toxin – 21250 ( Apr 15)

National Health Service Corps Scholarship Program:
Recruitment of Sites for Assignment of Corps Personnel – 20890 ( Apr 14)

National Legal Resource Center – 18556 ( Apr 2)
New Drug Applications:

AbbVie Inc., et al.; Acetaminophen; Withdrawals – 17156 ( Mar 27)
AbbVie Inc., et al.; Acetaminophen; Withdrawals; Correction – 24735

( May 1)
AbbVie Inc., et al.; Prescription Pain Medications Containing More than

325 Milligrams of Acetaminophen; Withdrawal – 41699 ( Jul 17)
Actavis Totowa, LLC, et al.; Acetaminophen; Withdrawals – 17163 ( Mar 27)
Actavis Totowa, LLC, et al.; Acetaminophen; Withdrawals;

Correction – 24734 ( May 1)
Eli Lilly and Co., et al.; Withdrawals – 22501 ( Apr 22)
MK Laboratories, Inc., et al.; Propoxyphene Products – 13310 ( Mar 10)
Phenylpropanolamine; Withdrawal of Approval – 9744 ( Feb 20)
Xanodyne Pharmaceuticals, Inc., et al.; Propoxyphene Products – 13308

( Mar 10)
Nominations:

Cellular, Tissue, and Gene Therapies Advisory Committee – 38920 ( Jul 9)
National Vaccine Advisory Committee; Extensions – 39397 ( Jul 10)

Non-Competitive Program Expansion Supplements:
Ryan White HIV/AIDS Part D Program, for Coordinated HIV Services and

Access for Women, Infants, Children and Youth – 36078 ( Jun 25)
Office of Tribal Self-Governance Programs:

Negotiation Cooperative Agreement; Correction – 49331 ( Aug 20)
Planning Cooperative Agreement; Correction – 49331 ( Aug 20)

Patient Safety Organizations:
Medical Peer Review Resource, LLC; Delistings – 25866 ( May 6)
Patient Safety Services, LLC; Delistings – 51567 ( Aug 29)
Society of Hospital Medicine PSO; Delistings – 18031 ( Mar 31)
Voluntary Relinquishment from Open Safety Foundation – 15344 ( Mar 19)
Voluntary Relinquishment from WiMED, Inc. – 15345 ( Mar 19)

Petitions:
National Vaccine Injury Compensation Program – 13313 ( Mar 10); 17168

( Mar 27); 22996 ( Apr 25); 30627 ( May 28); 36539 ( Jun 27); 43057
( Jul 24); 50919 ( Aug 26)

Premarket Approvals:
Watson Laboratories, Inc.; Bupropion Hydrochloride Extended-Release

Tablets, 300 Milligrams; Withdrawal – 19626 ( Apr 9)
Privacy Act; Computer Matching Program – 32741 ( Jun 6); 44778 ( Aug 1)
Privacy Act; Systems of Records – 19341 ( Apr 8); 32547 ( Jun 5); 34539

( Jun 17); 36536 ( Jun 27)
Reconciliation of Advanced Premium Tax Credits:

Affordable Care Act and the Ryan White HIV/AIDS Program;
Clarification – 40763 ( Jul 14)

Regulatory Review Period for Patent Extensions:
ADCETRIS – 30624, 30625 ( May 28)
ARCAPTA – 33761 ( Jun 12)
ARCTIC FRONT CRYOCATHETER SYSTEM – 33762 ( Jun 12)
BENLYSTA – 27878 ( May 15)
BRILINTA – 24444 ( Apr 30)
EDURANT – 24736 ( May 1)
ELELYSO – 28733 ( May 19)
EYLEA – 18566 ( Apr 2)
FIRAZYR – 18565 ( Apr 2)
HORIZANT – 40108 ( Jul 11)
IMPROVEST – 27315 ( May 13)
INCIVEK – 28929 ( May 20)
INLYTA – 29783 ( May 23)
KALYDECO – 31118 ( May 30)
KYPROLIS – 27877 ( May 15)
LINZESS – 29782 ( May 23)
MELAFIND SYSTEM – 19101 ( Apr 7)
MENHIBRIX – 30621 ( May 28)
MYRBETRIQ – 30622 ( May 28)
NOVOTFF-100A SYSTEM – 18567 ( Apr 2)
NULOJIX – 18036 ( Mar 31)
OMONTYS – 28930 ( May 20)
ONSIOR – 18563 ( Apr 2)
PALLADIA – 27879 ( May 15)
PERJETA – 28734 ( May 19)
PICATO – 28928 ( May 20)
POTIGA – 18564 ( Apr 2)
PREVNAR-13 – 18035 ( Mar 31)
PROGENSA PCA3 ASSAY – 31119 ( May 30)
RESOLUTE INTEGRITY ZOTAROLIMUS-ELUTING CORONARY STENT

SYSTEM – 30623 ( May 28)
STENDRA – 33198 ( Jun 10)
SURFAXIN – 27314 ( May 13)
TRADJENTA – 27316 ( May 13)
VANDETANIB – 33562, 33563 ( Jun 11)
VICTRELIS – 36535 ( Jun 27)
XARELTO – 30855 ( May 29)
XIAFLEX – 31951 ( Jun 3)
XIENCE PRIME LL EVEROLIMUS ELUTING CORONARY STENT

SYSTEM – 33199 ( Jun 10)
YERVOY – 24735 ( May 1)
ZACTRAN – 30854 ( May 29)
ZIOPTAN – 28735 ( May 19)
ZUPREVO – 33763 ( Jun 12)

Requests for Nominations:
Advisory Committee on Organ Transplantation Voting Members – 14058

( Mar 12)
Advisory Committee on Training in Primary Care Medicine and

Dentistry – 18922 ( Apr 4)
Advisory Committee to the Director, Centers for Disease Control and

Prevention – 44036 ( Jul 29)
Advisory Council on Blood Stem Cell Transplantation – 13315 ( Mar 10)
Bulk Drug Substances that May be Used to Compound Drug Products in

Accordance with Section 503A of the Federal Food, Drug, and
Cosmetic Act – 37747 ( Jul 2)

Bulk Drug Substances that May be Used to Compound Drug Products in
Accordance With Section 503B of the Federal Food, Drug, and
Cosmetic Act, Concerning Outsourcing Facilities; Revision – 37750
( Jul 2)

Council on Graduate Medical Education – 13315 ( Mar 10)
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HIT Standards Committee and HIT Policy Committee – 8719 ( Feb 13)
National Vaccine Advisory Committee – 23977 ( Apr 29)
World Trade Center Health Program Scientific/Technical Advisory

Committee – 14049 ( Mar 12)
Service Contract Inventory – 35354 ( Jun 20)
Single Source Cooperative Agreement Awards:

Gorgas Memorial Institute – 43053 ( Jul 24)
Pasteur Foundation – 43050 ( Jul 24)
U.S.Mexico Foundation for Science; Justification – 43052 ( Jul 24)
World Health Organization – 46824 ( Aug 11)

Single-Source Cooperative Agreements:
National Association of State Units on Aging and Disability – 51176

( Aug 27)
Small Entity Compliance Guide:

Requirements for the Submission of Data Needed to Calculate User Fees
for Domestic Manufacturers and Importers of Tobacco
Products – 41585 ( Jul 16)

Special Fraud Alerts:
Laboratory Payments to Referring Physicians – 40115 ( Jul 11)

User Fees:
Biosimilar User Fee Rates for Fiscal Year 2015; Correction – 51178 ( Aug 27)
Fee for Using a Tropical Disease Priority Review Voucher in Fiscal Year

2015 – 51179 ( Aug 27)
National Practitioner Data Bank; Changes – 21934 ( Apr 18)
Reimbursement Rate – 19345 ( Apr 8)
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